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WALTER G, t ALAREK, P,c. 
1008 Riva RJdac Drive 

Ma. 1oan Kame 

Great Falij v A noeses 
SA 

TEL: (70 ) 759-4837 
PAX: (7 ) 759-5548 

Bio-Pcsticidca and Pollution Proventlon Division (7501 W) 

COMPANY: Environmental Protcctlo Agency 

DA'IE: 

FAXNO.: 

PAOBS: 

Dear Joan: 

March 14. 1996 

(703) 308-7026 

s 

1 am forwarding rovlaed pasea 3 of ~ and 4 of $ to Volmnc 3 of Neudorffa 
applicalion for re&istralion of NEU 1161M Slug and Snail Bait. This volume ia 
titled "Analysis and Ccnificatlon of lpgredicnts". These revisions arc in 
response to your requcsi ot ycsicrday I that Nclldorff check it• figure• In the 
tables on the above rofo.-.nccd pas•• and submit an e,cplanation, alona with a 
formula , uatlna how the figures were calculated. 

The requested e~planalion is enclosed 
1
tn a cover lcucr from Dr. O~rgo hntch 

ol Bco-Care Tcchnologica, Inc. to mo. Eco-Care i1 Neudori'f's North American 
rosoarcb and development and markelina partner. In essence, Dr. Puntch 
~tates that the iron analyses were adjusted for the actUal dry weight and 
averaaed. However, the corrected values for 1amples 3. 4 and , were missing 
from the ori9inal tables, and lhc aver,.gcs did not correspond to the non
cotTCCled values. In order to correct ~his problem. Dr. Puritch bu corrected 
the two tables oo those pages by adding one raw showing lbc dry weight 
correction value and one row showinJ the iron concentration based on tbe 
dry weight correctJon factor. I 

PJease feel free to caJI me it you hate any further questions, 

Waller 0. Talarck 

Encloaure• 
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Eco-Care 
Techno\ogies Inc. 

TO: Walt 

FROM: George 

I 

~AX 

I 

Page 1 of 4 I 

FIL~: 

DATf: 

M03·09, 3-13fx 

Maroh 1 3, 1997 

SUBJECT: Correction in ChamistrvJ
1 
ol 3 of 1165M 

Tnanke for your fax and the que from ePA. I have checked with th• 
te&tlng laboratory u,at did the enal~sls of the Iron In th• belt semplea end 
s1udlad the tebloe thlt wo aont to f PA. The f(guroc tubtnlttad to l!PA are 
correct, however two rowA were mi~slng from the tebles which should have 
ban Included to ecoount for the fln81 figures. 

tn the analysis, the Iron ia asseeaed on tt,e c,ry weignt o, sample. Th11 dry 
weight la esseaaed for each aemple and compered to the atertlng weight. 
Thtt nnelynla of Iron le tl-tol'I eorredted eeeor<ilng to the ·ectuel dry welgh1 
comparod to the orlglngl weight of the sample. With betches 1 and 2, the 
orlolnel weight and dry weight wer~ the same 10 the correction wa, 1,00. 
However, with batches 3, 4 end~5 there were differences between the 
weights and suitable correctlons ere added . The Iron c:oncentretton was 
nd)usted tor the actual dry weight and averaged. Tha•a were the ftgurea 
atotod for the everege Iron co nee trot ion , ~owovor, since tht.a corrqt;tod 
values were mieeing from the tebt~l' the everaoes did not correet)ond to the 
non corrected values listed. T~is obvlou,ly ceused confusion and I 
apologlte for the miatake. 

I nave now corrected the two 1ubfei by tddlng one row ~howlng the dry 
weight correction value end ON rjw ohowlng the lrcl'\ conoentretlon baood 
on thla dty waight correction valua.

1 
Since the values are the same therl Is no need for any furt her elteretlons. 

Dry Walaht Correction Formulea: · 

Th• dry weight oorraotlon value 11 b btalned by weighing the orlgln11I semnla 
and then, after drving. weighing lthe final semple end dividing the final 
weight by the orlglnal weight and multlplylng the result by 100.: 
1, % SOt..lOS 

Pcy wcfgbt pf oaroplo 
Original watat'lt ot .se pie X 100 a ~ SOLIDS 

10565 Weat Sttnioh Road 
Gidney, IC, C1nod■ VAL 8L8 

Totephonc; z,o-e,e-55&5 
T elehuc: 260-66S-~~!3S 

I ' 
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Eco-Care 
March U, 1997 
Pa&el/l 
2. Correction Value 

The dry weight correction value ia o teined by dividing 100 by the% Sollds: 

100 + ~ SO~IOS • cry Weight Cofrectlon Velua 

The raplloated Iron concentration jm9/k9) hs mvltlpllod by the drv w•lght 
correction value to get the &\/&rage lron concentratk>n one dry weight basia. 

. I 
I \rust that this is 1ufflcl1nt to 1:itpl~in the discrepancies, If not please do not 
heshilt& lG c;ontact me. 

Bast wl1he1, 
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Pages 88-89 - *Manufacturing process information may be entitled to confidential 
treatment* 



, 

• 

I 

Note to file 67702-G (NEU1165M Slug and Snail Bait) 
March 13, 1997 

I talked to Walt Talarek, consultant for Neudorff, re: product 
chemistry review in work. The average iron concentration listed 
in Table lb of "Volume 3: Product Chemistry, Analysis and 
Certification of Product Ingredients" (MRID 440427-01) for 
batches 3, 4 & s appears to be in error. The average iron 
concentrations as calculated by the BPPD chemist are consistently 
less than the concentrations listed in the table. 

I told Mr. Talarek that the table must be corrected, or the 
numbers that exist must be justified. The certified limits 
listed on the CSF must be corrected based on the batch analyses 
or justified. I suggested that he send in replacement pages. for 
the tables, rather than resubmitting the entire study. Mr. 
Talarek will discuss the matter with Neudorff, and send in any 
corrected pages, CSF, &/or justifications . 
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treatment* 



• 

• 

• 

CROSS REFERENCE PAGE 

CROSS REFERENCE #1 . 

,VI/"" ;z~ - 01 

6NO-u$,, (l:,4 ,r 

~ 

This cross reference number noted on a place-holder page Is used In place 
of the following whole pages. 

DELETED PAGES: 

Found In this confidential attachment. 

Pages 

5 - 7 

Reason for the Deletion 

Preliminary Analysl, 
Certification of Limits 

FIFRA 
References 

1 O(d) (1) (A) 
1 O(d) ( 1) (A) 

Page 2 of 5 
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SJVPYDJLE 

NEU1165M 

End-Use Product 

EPA File Symbol 

VOLUME 3 

Product Chemistry 
Analysis and Certification of Product Ingredients 

DATA REQUIREMENTS 

40 CFR 158.690 
Guideline 151-13, -15, -16 

CONFIDENTIAL ATTACHMENT 

AUTHORS 

David Almond 
Catherina Stewart 

STUDY COMPLETED ON 

June 5, 1996 

STUDY SUBMITTED BY 

W. Neudorff GmbH KG 
Postfach 1209 
An der M0hle 3 

D-31860 Emmarthal, Germany 

STUDY PERFORMED DY 

Eco-Care Technologies Inc. 
10565 W. Saanich Rd • 

Sidney, BC V8l 5L8 Canada 

#0'/41--o I 
J;NO c;s~ ..-6',,r 

Page 1 of 5 
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... .. ·-T~.s ~oeu~ent will p~11AA~,,(» the 
Fi:OERAL REGISTER of _/ ~?-ut. . 
Approximately 24 hou af!u 
publication, page numbers are 
available by callin9 the Federal 
Register Staff (fRS) at 202-260•22S3. 
Please refer to the Fl1. number at 
the top of the first pa9e or the 
number at the bottom left corner of 
the first page. 

Copies of the actual FEDERAL REGISTER 
publication are made available through 
the FRS weekly distribution. Extra 
copies may be made by the intereate4 
party from. copy of the FEDERAL REGISTER 
a~ailable in the FRS Office. 
(NE Mall G•]O'f) • 

A n A. Richards, Director 
meral Register Staff 

C\~ k~ 
C,s ~ I 

1
. '15'ol# 
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e 
ENVIRONMENTAL PROTECTION AGENCY 

[OPP-30427; FRL-!582-4) 

Certain Companies; Appllcatlons to Register Pesticide Products 

AGENCY: Environmental Protection Agency (BP A). l'7") ,J 
N 

.-•.,. ,/;'.!> 'Kt,, <!.I!' I~ . o COW\m~ 

ACTION:Nottce. · C/13 1J 3/'-///7~ 

SUMMARY: This notice announces receipt of applications to register pesticrt?e' 
products containing active ingredients not included in any previously registered 
products pursuant to the provisions of section 3(cX4) of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA). as amended. 

DATES: Written comments must be submitted by (insert date 30 days after e publication in the Federal Register). 

ADDRESSES: By mail, submit written comments identified by the document 
control number [OPP-30427] and the file symbol to: Public Response and 
Program Resources Branch, Field Operations Divisions (7S06C), Office of 
Pesticide Programs, Environmental Protection Agency, 401 M St., SW., 
Washington, DC 20460. In person, bring comments to: Environmental Protection 
Agency, Rm. 1132, ~M #2, 1921 Jefferson Davis Hwy., Arlington, VA. 

Comments and data may also be submitted electronically by sending 
electronic mail ( e-mail) to: opp-docket@epamail.epa.gov. Electronic comments 
must be submitted as an ASCII file avoiding the use of special characters and 
any form of encryption. Comments and data will be accepted on disks in 
Wordpcrfect in 5.1 file format or ASCII file format. All comments and data in 
electronic form must be identified by the docket number [OPP-30427]. No 

9 "Confidential Business Information" (CBI) should be submitted through e-mail. 
Electronic comments on this notice may be filed online at many Federal 
Depository Libraries. Additional information on electronic submission can be 
found below in this document. 

Information submitted as a comment concerning this notice may be claimed 
confidential by marking any part or all of that information as ''Confidential 
Business Information" (CBI). Information so marked will not be disclosed except 
in accordance with procedures set forth in 40 CFR part 2. A copy of the comment 
that does not contain CBI must be submitted for inclusion in the public record. 
Information not marked confidential may be disclosed publicly by EPA without 
prior notice. All written comments will be available for public inspection in Rm. 
1132 at the address given above, from 8 a.m. to 4:30 p.m., Monday through 
Friday, excluding holidays. 

FOR FURTHER INFORMATION CONTACT: By mail: Joan Karrie, Biopcsticides and 
Pollution Prevention Division (7S01 W), Office of Pesticide Programs, 
Environmental Protection Agency, 401 M St., SW., Washington, DC 20460. 
Office location and telephone number: Rm. CS51B6, Westfield Building North 
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• Tower, 2800 Crystal Drive, Arlington, VA 22202. (703) 308-8699; e-mail: 
karrie.joan@epamall.epa.gov. 

SUPPLEMENTARY INFORMATION: EPA received applications as follows to register 
pesticide products containing active ingredients not included in any previously 
registered products pursuant to the provisions of section 3(c)(4) of FIFRA. Notice 
of receipt of these applications does not imply a decision by the Agency on 
the applications. 

Products Containing Active Ingredients Not Included In Any Previously 
Registered Products 

1. Ftle Symbol: 67702-G. Applicant: W. Neudorff GmbH KG, Postfach 
1209, an der Muhle 3, D-31860 Emmerthal, Gennany. Product name: NEU 
1165M Slug and Snail Bait Molluscicide. Active ingredien(: Iron phosphate at 
1.0 percent. Proposed classification/Use: None. For on vegetables, fruits 
(including citrus), berries, outdoor ornamentals, greenhouses, and lawns. 

- 2. File Symbol: 70061-R. Applicant: Themac Incorporation P.O. Box 5209, 

-

Valdosta, GA 31603- 5209. Product name: Game Stop. Vertebrate repellent. 
Active ingredient: Fish oil at 11.6 percent Proposed classification/Use: None. 
For use on foliage and twigs of trees, shrubs, and ornamental plants which are 
fed on by rabbits and deer. 

Notice of approval or denial of an application to register a pesticide product 
will be announced in the Federal Register. The procedure for requesting data 
will be given in the Federal Register if an application is approved. 

Comments received within the specified time period will be considered 
before a final decision is made; comments received after the time specified will 
be considered only to the extent possible without delaying processing of the 
application. 

. 
A record has been established for this notice under docket number [OPP-

30427] (including comments and data submitted electronically as described 
below). A public version of this record, including printed, paper versions of 
electronic comments;which does not include any information claimed as CBI, 
is available for inspection from 8 a.m. to 4:30 p.m., Monday through Friday, 
excluding legal holidays. The public record is located in Rm. 1132 of the Public 
Response and Program Resources Branch, Field Operations Division (7506C), 
Office of Pesticide Programs, Environmental Protection Agency. Crystal Mall #2, 
1921 Jefferson Davis Highway, Arlington, VA. 

Electronic comments can be sent directly to EPA at: 

opp-docket@epamail.epa.gov 

Electronic comments must be submitted as an ASCII file avoiding the use 
of special characters and any form of encryption. 

The official record for this notice, as well as the public version, as described 
above will be kept in paper form. Accordingly, EPA will transfer all comments 
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received electronically into printed, paper fonn as they are received and will place 
the paper copies in the official record which will also include all comments 
submitted ducctly in writing. The official record is the paper record maintained 
at the address in "ADDRESSES., at the beginning of this document. 

Written comments filed pursuant to this notice, will be available in the 
Public Response and Program Resources Branch, Field Operations Division at 
the address provided from 8 a.m. to 4:30 p.m., Monday through Friday, excluding 
legal holidays. It is suggested that persons interested in reviewing the application 
file, telephone this office at (703-305-5805), to ensure that the file is available 
on the date of intended visit 

Authority: 7 U.S.C. 136. 

List of Subjects 
Environmental protection, Pesticides and pests, Product registration . 

• Dated: tµ/'PZ . 

Janet L. Andersen, 
,rector, Biopestlcides and Pollution Prevention Division, Office of Pesticide Programs. 

[FR Doc. 97-?7??? Filed 11-17-97; 8:45 am] 
BILLING CODE 6560-50-F 

99 



U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

DEC 101996 

W. NEUOORFF GMBH KG 
C/0 WALTER G. TALAREK, P.C. 
1008 RIVA RIDGE OR. 
GREAT FALLS, VA 22066 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 12/06/96. our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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TRANSMITIAL DOCUMENT 

1. Name and address of submitter: 

2. 

W. Neudorff GmbH KG 
c/o Walter G. Talarek, PC 
1008 Riva Ridge Dnve 
Great Falls, VA 22066 
USA 

Reeulatory action in support of which this packaee 1s 
submitted: 

441716- oo 

Submission of studies in support of apphcation for registration 
of NEU 1165M Slug and Snail Bait, EPA File Symbol 67702-G. 

3. Transmittal date: 

December 5, 1996 

4. List of studies submitted: 

Volume 13 

'f'f 17 /{:,o I 
Volume 14 

l/f/l7 f C:,o z 
Volume 1S 

{fC/(71~03 

Company Official: 

Company Name: 

Company Contact: 

NEU 1165M: Acute Toxicity to the Ground 
Beetle; Guideline 154-11 

NEU 1165M: Acute Toxicity to the Rove Beetle; 
Guideline 154-11 

Acute Toxicity of NEU 1165M on Earthworms; 
Guideline 154-11 

Walter G, Talarek 
Authorized Representative 

W, Ncudorff GmbH KG 

. 
Walter G, Talarek 
1008 Riva Ridge Dr. 
Great Falls, VA 22066 

I t 

(703) 75Q.4~~7 
Phone 

t : I 

• • • • 

' ... . . 
'' 

. 
' . ' . . . . . 
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LAW OF"F"ICEB OF" 

WALTER G. TALAREK, P.C. 
I 008 R IVA R IDGE DRIVE 

GREAT FALLS. V IRCl lN IA 22066 

r1: ·. ~ 

-~pp]) 

PHONE: (7031 759·4837 
f"AX : (7031 759·5!148 

17/ 7 I ,c. Jc 

DELIVERED BY COURIER 
Joan Karrie 

November 27, 1996 

Regulatory Action Leader, Team 90 
Biopesticides and Pollution 

Prevention Division (7501 W) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Application to Register NEU 1 I 65M Slug and Snail Bait; EPA File 
Symbol 67702-G 

Dear Ms. Karrie: 

On June 10, 1996, W. Neudorff GmbH KG ("Neudorff") submiited an 
application for registration of its NEU 1165M Slug and Snail Bait 
product, EPA File Symbol 67702-G. In response, on October 24, 1996, 
Dr. Janet Andersen sent a letter to me stating in part that EPA had 
determined that some of the use patterns described on the product's 
label were food uses for which tolerances or exemptions from the 
requirement for a tolerance would be required. She also stated that 
EPA was requesting that applicants for registration needing 
tolerances refrain from submitting tolerance petitions until the 
procedures for processing these petitions in compliance with the new 
Food Quality Protection Act ("FQPA ") have not been finalized. In the 
interim, she offered Neudorff the option of amending the product's 
label to eliminate these food uses and, therefore, the need for a 
tolerance or tolerance exemption. This would thereby allow EPA to: ... :. 
continue the processing of the application while the issues related 'to 

• • implementation of the FQPA are being resolved. :••••• 
• 

By this letter and the attached, amended label (five copies), Neudcff.f.: • 
is amending its application for registration to eliminate food uses a'1d • 

• • 
to retain the home and garden, ornamental plants, non-commercial •• 

• 
• •• • • • •••• 
•••• • • • •• • 

102 

• ••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 



• • 
.. • 4 

greenhouse and lawn uses. Neudorff hopes that these changes will 
allow EPA to proceed with the processing of its application for 
registration. 

In closing let me thank you for your responsiveness on and 
assistance with some very difficult issues associated with this 
application. If you have any questions. please feel free to call me. 

Sincerely yours, 

w~ 
Walter G. Talarek 

Enclosures 

2 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
••• • • • •• 

• 
• •• • • • •••• 
•••• • • • •• • 
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,,,.. ... l'Hd. .. ___ ,,._ . .. ,..,_ form A nMA Nt1o •---- ---- ,1.,.,..,.val av.,lr•• n"--~1-!lll 

United StatH § Registration OPP lden1ifier Number 

&EPA Environmental Protection Agency Amendment 248352 WNhlngton, DC 20480 Other 

Application for Pesticide - Section I 
1, Company/Product Number 2. EPA Product Manager S. Propoeed 0Nlification 

67702-G Andersen/90 
~None □ RHtricted 4. Company/Product (Name) PMI 

Slu2 and Snail Bait 90 

S. Name and AddreH of Applicant flnclutJ. ZIP Cot'-} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
W. Neudorff GmbH KG (bl(i>, my product Is similar or identical In compoaitlon and labeling 
c/o Walter G. Talarek, PC to: 
1008 Riva Ridge Drive EPA Reg. No. 
Great [jls, VA 22066 

Ch«:lc H th/a la • n.w Mldr-.n Product Name 

Section - II 

i Amendment• Explain below. □ Rnal printed labela In rNpOnee to 
□ Agency letter dated 

RHubmiHion in reeponaa to Agency letter dated •Me Too• Applloa1ion. 

□ Notlfioatlon • Explain below. □ Other• Explain below. 

Explanation: Uaa additional P-.J•I•) If nacaaaary. (For aeotJon I and Section II,) 

Amendment to label deleting food uses, which eleiminates the need for a tolerance or 
an exemption from the requirement for a tolerance. 

Section - Ill 
1. Mawlal Thia Product Wil Be Packaged .,: 

Child-Reliatant Packaging Unit Paokeglng Water Soluble Peokeglng 2. Type of Container a:· By" E3 Yn ~M~ No No 
PINtic 
GI ... 

·ncation must tt •vn• No. per 1, ·v"· No. per Paper 
Unit Packaging wgt. container Paokage wgt container Other (Specify) 

be •ubmlttfld 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container S. location of Labef Direction• 

□ Label D Container 
E3 OnLabel 

On Labeling aoooq,an','lne product 

8. Manner In Which Label la Affixed to Product - Lithograph □ Other - Paper Pelued • • Stanci ed ------
Section - IV • . . 

1. Contact Point (Co,..,.t• ,,.,,.. dlr«:tly blllow for identification of indivldlHII to b• cont11etMI, II n-ary, to,-- tJw .,;;Jc9,;,-,;,;. I 
Name litl• Telephone No. Cl~• A-~~, 

Walter G. Talarek Registration Agent •• • • • 
703-75!f-4i~' •••••• 

Certification l~&at, (r,plloadon - • • -

I certify that the atetements I have med• on this form and alJ attachment• thereto an true, aoourate and complete. R~IIMid ••••• • • 
I aoknowtadge that any knowingly felM or mllleedlng atetement mev be punilhable by fine or in.,r1aom1ent or 

• 1,~··· 
both under applloabla law. --- • • • •••• 

2.--i,J~rJ ~-
a. Tl11• •••• 

~ 
• • • 

Regietrlltion Agent •• • -
4. Typed Neme 

Tala(ek 
S. Data 

Walter G. 11/27/96 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reportlng bunl~ fot thl• oollection of Information 19 ntlmated to eYerege 0.85 hout pe, 
reeponH, Including time for reviewing lnetructlons, N8tohlng ullting data 10urc•, gathering end maintaining the dm needed, end cotqJieting and 
revlewfno the oolleotlon of Information. Send comment• rega,dlng the burden Htimate or any other aepect of Un CQlecdon of lnfomwrdon. lnduding 
.uggeltione fot reducing this bunlen, to Chief, Information Policy Branch, (2138). U.S. Environmental Protection Agenoy, -401 M StrNt. SW. 
Wuhlngtc,n, DC 2CM80. 

INSTRUCTIONS; Thi• form le to be ueed for ell applicationa for new ragittratlon, and UN reregl1tratlon. amendment. Nalbmialon, to applioationa 
fo, notlflcationa, flnel printed labeling, rerogl1tration, eto. In onler to procen an application for a new registration aubmined on thl• fonn. the 
following material must acc~ny the application: 

1. Cer1ifloation with Reepect to Citation of Data (EPA Form 8570-29). (If not eX8f111ted by-40 CFR 152.81 (b) (4)); 
2. Confidential Statement of Formula (EPA Form 857~): 
a. Fonnulator'• Exen1)1ion Statement CEPA Form 8570-27); 
4. Rw ooplN of draft labeling; 
5. ThrN ooplee of any data eubmltted; 
e. Authorfzetlon letter where applicable: 
7. Metric• whent applloable. 

Submlnlon of Labdng - Labeling •hould first be .ubmined In the form of draft labela with el appllcatlone for new regletratlon. Such draft ....,.._ may be 
'in the fo,m of tw»ed label t1xt on 8.5 x 11 Inch paper for eubmlulon or a mockup of the propoeed label. If prepared for mockup, lt should be 
cocwtructed In • way ee to facilitate storage tn en 8.5 x 11 inch file. Mockup labels lignlflcantly wnaller then 8.5 x 11 lnohn ahouJd be mounted on 8.5 
x 11 Inch paper for eubmlnlon. A 
Submlaion of Data • Data submitted In support of thi• application must be submitted in accordance with PR Notice 88-5. W' 

SPECIFIC INSTRUCTIONS: Pl••• reed the lnetruction• lieted below before completing this applloation. Rrat determine the type of~ 
action, lilted In Block A, for which you are submitting thia applloation. For appUcetfo119 submitted tn connection with New IIIIQfstradon aodone, S.«:tlone 
I, 111, end IV muat be completed by the applicant. For epplicatfona aubmitted In connecdon with amended rereglatratlon actfona, reeubmillione, 
notifications, rereglatretione, ate., Sections I, II. end IV mutt be completed by the appticent. 
Wodl A • Check the appropriate action for which you are aubmlttlng this form. 

SECTION I • Thi• Metion muat be completed, • applloable, for all registration actions. 
1. Comp1ny/Product Number • lnaert your Company Number, if one hu been aHlgned by EPA. Thi• number may have been anlgned to you• a 

bnio registrant, a distributor, or ee an Ntabllehment. If your product le registered, insert the Product Number. 
2. EPA Product Manager - If known, fill In the name end PM number of the EPA Product Manager. 
3. PropNed Cl..tticatfon • Specify the propoeed cfueification of this product. 
4. Product Name • Enter the complete product name of this pesticide aa it will appear on the label. The name muet be apeclftc to this product criy. 

Duplication of name, 11 not permitted .-nong products of th• •eme o0ff1)any. Do not include any brand nam. or oompeny line dllignatione. 
5. Neme end Acr• ... of A,ploent • The name of tha flnn or person and edclr ... ahown In your appfication la the pereon or finn to whom the 

registration will be iaaued. If you are acting in behalf of another party, you muet aubmit authori111tion from that pany to act for them In registrlltion 
matten. An applicant not fMidlng In the United Stat• muat hew en authorized agent residing In the United Statee to act for them In all 
regietntlon matter•. The name and complete rneiilng edclr ... of euch an agent must eccompen~· this application. ~ 

8. &.,edited Review • FIFRA •action 3 Cc) 3 CB) provldH for expedited review of applioatfone for registration, or amendments to nfating reg u-1 -
thet are elmllar or identical to other pesticide products that are ounentfy reglatered with the EPA. In ordef for ygur applicatlon to be wgible for 
expedited rnlew. you must provide u1 with the EPA Regletration Number end product name of the product you bellew 11 elmilar to or identloal to 
ygur product. The product must be eimllar or identical in both formulation and labeled u••· 

SECTION fl • Thi8 eeotlon must be completed for al applicatio,. submitted to amend the regietration only of a oun.ntly regltlteted pn,duot 
(Amendment), for a reaubmllllion In reaponee to an Agency letter, fo, notlflcetlol'IIJ to the Agency, for tM IUbmlaeion of ffnal printed laballnu, fo, 
reregistration and for any other action thet pertlllne to a specific EPA-regietered product. Thi• section le ll!U 12 kt used for a new application for 

retPt,retlon. • • 
1. Subject of •uliiMM• • Check the applioable block end prollide the Agency l1ttar date if appropriate. Prowte • brief explanation of the putpON(S) 

for the submission, :uch aa •the addition of a aite, pelt or crop (lpecity)•; •amend the Confidential Statement of Fonnul• by ... •; •reregiatretion 
submission•;.~..,~ ,..,_ revision of use directions.• Attach a aeparate page If eddltlonal epace 11 needed . 

• 
Sf£T\O .. l!J (Paclleglng and Container Information) • Thia Section muet be completed for all applicatioiw eubmitted In ooMection with new 
r•t1•1i or ~ntl. 
1. • l'IFUII Padll,;,.i- l hedt the appropriate block If your product wil be packaged in the indicated paokeging typN. 

-.~~ete the ai,e ohh,e lndiwtual paoketa and number per retail container. 
2. lYlf A Aetai0.&,1alner • Indicate type of conteinet In which product wil be merketed. 
3. ~114" of Net c;ont.nta - Indicate the location of the net content• information for your product. 
4. s't:a111 of Ratel (iont;ner - Specify the net contantll of all retail contalnera for ygur product. 
5. Location of u.•15i..o11on9 - Indicate the location of th• UN directlona for YQl.lf product. 
8. u- In whlc:A 1~1 ii affixed to product - Indicated the method product label le attached to retail container • 

•••• • • • SECTION IV (~f Point) - Thia Section must be oompleted for all appHoatloiw for Regl1tratfon aotlone, I.a,, new products reglstr1tlon, 
resubmlMlon. •me--too, • reregletretlon. etc. 

1-6. sa1t .. xp1-1ory. 
8, EPA UN Only. 
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NEU 1165M 
SLUG AND SNAIL BAIT 

Active Ingredients: By weight 
Iron phosphate ..................................... 1.0% 

Inert Ingredients ......................................... 99.0% 
Total 100.0% 

EPA registration #167702- EPA establishment #67702-

NET WEIGHT LBS ( kg) 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

STATEMENT OF PRACTICAL TREATMENT 

If in eyes, wash with large amounts of water. 
Get medical attention if irritation persists. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Store this product in its original container and keep in a secure 
storage area out of reach of children and domestic animals. 

DISPOSAL: Do not reuse container. Securely v.,rap original container in several 
layers of newspaper and discard in trash. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals: Avoid contact with eyes. In case of •••••• 
contact immediately flush eyes with plenty of water. Get medical attentlt>n if 
irritation persists. :••·=• 

• 
Environmental Hazards: For terrestrial uses, do not apply directly to watl:lr'. or. 
areas vmere surface water is present or to intertidal areas below the mean:N9'1. 
water mark. • .: 

• 
• •• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
Page 2/6 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with 
its labeling. 

Home And Garden 

HOW TO APPLY: The slug bait granules should be scattered on the soil around 
or near the plants to be protected. Apply bait evenly at approximately 1 lb. per 
1000 square feet (0.15 oz., or about 1 level tablespoon, per square yard) and 
reapply as the bait is consumed or at least every two weeks. Do not place in 
piles. If the ground is dry, wet it before applying bait. The soil should be moist 
but with little or no standing water. 

• Reapply as the bait is consumed or at least every two weeks. Apply more 
heavily if the infestation is severe, if the area is heavily watered or after long 
periods of heavy rain. Apply only to the soil surface around plants, do not apply 
to foliage or other plant parts. See specific directions for different plant types 
and for inside greenhouses. 

WHEN TO APPLY: Evening is the best time to apply the bait, as slugs and 
snails travel and feed mostly by night or early morning. 

WHERE TO APPLY: All likely areas of infestation should be treated, especially 
around the perimeter of garden plots because these pests travel into plant areas 
from daytime refuges. They favor damp places around vegetable plants such as 
beans, tomatoes, lettuce, cabbage, celery and squash. Other favorite areas are 
flower gardens, rockeries, hedges, dichondra lawns, citrus groves, ivy patches, 
and other ground cover 'v\'here they obtain shelter by day. 

Vegetables 

The bait can be used to protect any vegetables from !!!_ug__j[ld snail damage, 
including (but not limited to): artichokes, asparagus, beans.beets, blackeyed 
peas, broccoli, Brussels sprouts, cabbage, cantaloupe, carrots, cauliflower, com, 
cucumbers, eggplants, garlic, lettuce, onions, peas, peppers, potatoes, radishes, 
rutabagas, spinach, squash, Swiss chard, tomatoes and turnips. Do not pui-tne• 
bait on plants. Scatter the bait around the perimeter of the vegetable plp!.t!. 
approximately 1 lb. per 1000 square feet to provide a protective "barrief for 
slugs entering the garden plot. If slugs or snails are inside the rows, then s~ttec 
the bait on the soil around the base of the plants and between the rows. : • •• • 

•••• • • •• 
• 

• •• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
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Fruits Including Citrus 

The bait can be used to protect non-commercial fruits from slugs and snails, 
including (but not limited to): apples, avocados, apricots, cherries, grapes, 
melons, peaches, plums, citrus, pears. For seedlings spread the bait around the 
base of the stem, without touching the plant. Apply at 0.15 oz. , or 1 level 
tablespoon, per square yard, in a 6 inch circular band around the base of the 
plants to be protected. For older trees, spread the bait around the base of the 
tree to intercept slugs and snails traveling to the trunk. Apply the bait at 
approximately 1 lb. per 1000 square feet and scatter by hand or with granular 
spreaders. 

Berries 

The bait can be used to protect non-commercial berries from slugs and snails, 
including (but not limited to): strawberries, blackberries, blueberries, 
boysenberries, loganberries, raspberries. Do not apply the baits on the plants. 
Spread the bait around the perimeter of the plot to intercept slugs and snails 
migrating toward the berries. Use a rate of approximately 1 lb. per 1000 square 
feet and scatter by hand or with granular spreaders. If slugs and snails are 
already in the plots, then carefully spread bait between the furrows near the 
base of the plants. For small plots, treat around the base of the plants to be 
protected. Do not spread over the entire area but apply selectively. 

Outdoor Ornamentals 

Scatter bait in a 6 inch circular band around the base of the plants to be 
protected at 0.15 oz., or 1 level tablespoon, per square yard. If plants are next 
to a grassy area, spread the bait between the ornamentals and the grass. Slugs 
traveling to the plants will encounter the bait before reaching the plant. Scatter 
the bait around the perimeter of the plot at approximately 1 lb. per 1000 square 
feet to intercept snails and slugs traveling to the plot. 

Greenhouses 

Where snails are a problem in non-commercial greenhouses, scatter the Qait in 
the plant pots of plants being damaged or around pots on greenhouse be~li~t~ 
Apply about ½ teaspoon per 9 inch pot. Do not put the bait on the plant. : ••• : • 

Lawns 

• 
• 

•• • • • • ••• 
The bait can be used to protect lawns. When slugs or snails are det,t:te~ 
scatter the bait at a rate of approximately 1 lb. per 1000 square feet and scatter 
by hand or with a granular spreader where the slugs or snails are observect • •• • 

•••• 
•••• • • • •• • 
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WARRANTY 

Seller warrants that this product conforms to the chemical description on this 
label and is reasonably fit for purposes stated on this label only 'M'len used in 
accordance with directions under normal use conditions. This warranty does not 
extend to use of this product contrary to label directions, or under abnormal use 
conditions, or under conditions not reasonably foreseeable to seller. Buyer 
assumes all risk of any such use. Seller makes no other warranties, either 
expressed or implied. 

Marketing claims and product information that may be presented on the 
container or supplemental wording: 
-NOTE: This package is sold by weight. Contents may have settled during 
shipment. 
-The highly compressed granules {pellets) are easy to use, clean to handle and 
economical. 
-So unique it is (its) patented. US Patent number 5,437,870. 
(New) patented technology. (New) patented snail & {and) slug killer. Unique, 
patented formula. · 
-Easy-to--use (ready-to--use) (RTU) granular (pellet) formulation. 
-Kills snails & (and) slugs. 
-Treats (will treat) x,xxx sq. ft. 
-Will bait (up to) x,xxx square feet. 
-Remains effective after rain or sprinkling. Not affected by rain. 
-Proven snail & (and) slug killer (kill, control). 
-Convenient. Easy-to-use. Requires no mixing, spraying, or special applicators. 
Just scatter lightly on the soil surface in infested areas . 
-Reliable. Use with confidence. Effective. Your first line of defense. Effective 
pest control. 
-This container is made from XX% recycled materials. 
-Maximum snail & slug control ... GUARANTEED. See back panel. 
-SATISFACTION GUARANTEED. See back panel. 
-You've tried the rest, this time try the best. 
-This time try the best. 
-Ideal for vegetable gardens. Can be used in vegetable gardens. 
-For use around vegetables, fruit and citrus trees, berries, ornamentals, stjul,s:, 
flowers, trees, la'M'ls, gardens, and in greenhouses. • • •••••• • 
GENERAL INFORMATION (WHY SLUG AND SNAIL BAIT IS SO EFFECTlVl!l. 

• • • • •• 
This product is a unique blend of an iron phosphate active ingredient, originatii,g 
from soil, with slug and snail bait additives. It is used as an ingredient _irf 
fertilizers. The bait which is not ingested by snails and slugs will degrade and 
become part of the soil in your garden. • .: •• • 

•••• • • • •• • 
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The bait is extremely (highly) attractive to slugs and snails and lures them from 
their hiding places and plants. Ingestion, even in small amounts, will cause them 
to cease feeding. This physiological effect of the bait gives immediate protection 
to the plants even though the slugs and snails may remain in the area. After 
eating the bait, the slugs and snails cease feeding, become less mobile and 
begin to die within three to six days. Dead slugs and snails may not be visible 
as they often crawl away to secluded places to die. Plant protection will be 
observed in the dramatic decrease in plant damage. 

This product is effective against a wide variety of slugs and snails and will give 
protection to la'M1s, gardens, greenhouses, outdoor ornamentals, vegetable 
gardens, fruits, berries, citrus and crop plants. The bait can be scattered on the 
la'M1 or on the soil around any vegetable plants, flo'Ners or fruit trees or bushes 
to be protected 

Slug and Snail Information 

Slugs and snails controlled by this product include (but are not limited to): 
Deroceras reticulatum (Field slug), Deroceras laeve (Smooth slug), Arion 
subfuscus (Dusky slug), Arion circumscriptus (Gray garden slug), Arion hortensis 
(Black field slug), Arion rufus (Large red slug), Arion ater (Large black slug), 
Umax flavus (Spotted garden slug), Umax tenellus (Slender slug), Ariolimax 
columbianus {Banana slug), Helix spp., spp., He/ice/la spp., and Cepaea spp. 

Slugs and snails are related molluscs and are some of our most destructive 
garden pests. They appear quite different from each other because snails have 
a shell and slugs do not. Mature slugs and snails lay eggs in dumps in the soil, 
under stones, or under garden debris. The eggs generally hatch after one 
month of favorable 'Neather conditions. As soon as the eggs hatch the tiny 
molluscs begin feeding. Even small slugs and snails can cause significant plant 
damage. 

As they grow, slugs and snails feed on vegetation and migrate toward areas of 
more food and shelter. They feed during the cool of the evening, night or early 
morning. They leave a shiny, mucous trail as evidence of their presence. In 
cool 'Neather slug and snail feeding damage increases. During hot <f,-.aik.1 
weather slugs will hide, seeking shelter in damp, cool places. • • 

•••••• • 
Because they migrate it is very difficult, if not impossible, to completely elimi~ate ••• • slugs and snails as garden pests. Ho'INBver, with a consistent progrant ll$\l'fg 
Slug and Snail Bait, their numbers can be reduced to where they are no lont~r:a 
problem for your plants. • • 

• 

Registrant: W. Neudorff GmbH KG, Postfach 1209, an der MOhle 3, 
• •• • • • •••• 
•••• • • • •• • 
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0-31860 Emmerthal, Gennany 

United States Patent ts,437,870 ... ~~1,., • 

• • •••••• • 
• • •••••• • 

• 
•• • • • • ••• 
••• • • • •• 

• 
• •• • • • •••• 
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LAW Ol'"F'ICES or 

WALTER G. TALAREK , P.C. 
l 008 RIVA RtOOE DRIVE 

GREAT l'"ALLS. VIRGINIA 22066 ''(1 ,, I Pl rµ 

Janet L. Andersen, Ph.D. 

PHONE: 17031 7!>9·4837 

l'"AX: 17031 7!>9·!,!>48 

November 12, 1996 

Director, Biopesticides and Pollution 
Prevention Division (7501 W) 

Office of Pesticide Programs 
U. S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460-0001 

Re: NEU I 165M Slug and Snail Bait 
EPA File Symbol 67702-G 
Application for Registration Dated 6/10/96 

Dear Dr. Andersen: 

I am forwarding copies of revised "Data Requirements Listings for 
New Biochemical Active Ingredients" for the generic and product
specific data applicable to W. Neudorff GmbH KG's ("Neurlorffs") NEU 
1165M Slug and Snail Bait product, EPA File Symbol 67702-G. These 
revised listings incorporate the MRID numbers that were recently 
assigned by EPA to the studies submitted by Neudorff in support of 
its application for registration of this product. 

Please feel free to call me if you have any questions. 

Sincerely yours, 

lJ(\_~-~ v· 
Walter G. ~]~rek 

Enclosures 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
•••• • • •••• 

• 
• •• • • • •••• 
•••• • • • •• • 
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1. PAOOUC T NAHE 

NEU 1165M . 
5. APPLICAlfl'S MAHE l ADDRESS 
w. Neudorff GmbH KG 
Ander Kuhle 3 
D-31860 Emmerthal 
Germany 

8. DATA REOUIREHENTS 

e.. eb. 

lte,ulatlon 
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CUldelfne 
NU'li,er 

1158.690(e) PSta>UCJ NCAl.TSIS DATA 
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1S1 · 12 Unlntffltl-l Jngredlfflll 

IS 1 • 13 Analysis of s~lcs 

151 · 15 Certification of ll■lts 

---
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- --- . ·- -- -

15 1 17 Ollm 

Revised 11/12/96 
PRODUCT- SPECIFIC DATA 
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FOIIMJLATORS UEHPIIOII SELECTED 

J.ZZ02- X TES -- 110 
6. AP9ll CA JI OH fOII 

RECISTAATIOM OAIED 1. NAME Of ACIIVE INGREDf~IIUS): 

6/10/96 Iron phosphate 

9. SOUIICE Of DATA SATISfTING REOUIRa.!NT 

9a. 9b. 9c. 9d. 9t. 
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SIA:Ja I tt ed Su:altted of Pcr•lsslon P\bllc 
by Date by Another (P) or Offer literature 
AR,llcent sut.ttted Person/ to Pay (OTP) 

Flra Enclosed. u,-, Indicate.,. 
or "OTP• 
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I. PROOUCI MNU: 
NEU 1165M 

5. APPLICAICl'S II~ & AOORESS 

W. Neudorff GmbH KG 
An der Kuhle 3 
0-31860 Emmmerthal 
Germany 

8. OATA REQUIRENENIS 

Revised 11/12/96 

PRODUCT-SPECIFIC DATA 

OAIA IEOUIREHE.NI LISJI.C {011 lf(U lfOCHEHICAl ACII~ llfCJIEOIENJS 

z. EPA REC. 110/fllE sr1t110l 

67702-

6. APPUCAIIOH FOIII 
IECISfltAI IOM OATEO 

6/10/96 

].· 
fORIM.AIOIIS EXEHPrlOH SELECTED 

rES_ 10 X 

7. MAH£ OF ACTIVE INCREOIENJ(S): 

Iron phosphate 

9. SOUltC£ Of DATA SATISFYING REOUIREltENI 

• •• • 

••• •• • • • • • • •• • • • • • • •••• • • • • ••• • • • 

• • • • •• • • • • • • • • • • • • • - . . .. 
4 • • • '" • 

•• -- •• ~ •• • b ,i. PACE_~_._of_ 

10. t------,,------- --- -------+-- - - --r-----.--- -----,-- ----,-- - ---,------111110 11\MEI, 
Sa. Sb. 
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151·17 SohA,fl lty 

151 ·17 Vapor Pressure 
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""' c•-> 
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M.A. or 
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Other 
(Explain) 

N.A. 

N.A. 
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N.A. 

N.A. 

EPA ACCESSIOtl 
IUIIER 01 OTIIEI 
EPA IOEIITI FYINC 
lllHIEII 

------ --------------t-------------- --------<f--l~-t--+-t-11-t--f Oc:tanot/\/ater Partitioning 
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-------------•·-- --~-----1------~~------- - - ----t-1-1-1- --~-
151 · 17 Stnbll lty 

X 6/10/96 

- ----------- - - - -
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PRODUCT-SPECIFIC DATA 
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Ander Kuhle 3 
_J}_ l Ql.!J 6 D-31860 F.mmerthal Iron phosphate 

CoT"ffle nv 

•• DATA REClUIIIEHEMTS 9. SOJtCE Of DATA SATISFrlN13 IIECIUIUHUT 

a.. 8b. 91. 9b. 9c. 9d. \le. 
Certlflcet Ion 

hguletfon Sl.baltted S\bill tted o r Peralsslon P\bllc 
Pert 158/ M- or Test by Date by Another (P) or Offer l iterature 
Guldet lne AA:,l leant Subaltted Person/ to Pey (OTP) 
N~r Flrw Enclosed. 

(N-) Indicate .,. 
or •cup• 

tt58.680(c> TOXICXJlOCT 

152• 10 Acute Oral u,50 • .. t 
X 6/10/96 

1SZ· 11 Acute Oe..-l to50 X 6/10/96 

152·12 Acute trllalat Ion L050, llat 

152·13 Prl-ry Ere Irritation. Rabbit X 6/10/96 

15Z·14 Prl•ry oe,-1 Irritation X 6/10/96 

152· 15 ~rsensltlvlty Studies 

152 · 16 llypcrnns I I lvlty Inc I dents 
. - - -

152 • 17 St1idl r ~ lo OelKI Cenotoxlcl1y 
---- -- -- - --- ----- --- - -- ------ -- ---

151 · 20 9Q n.,._. I cccli ng 

• • •• •• • • • • • • ••• ••• 

"· 

••• •• • • • • • • •• • • • • • • •••• • • •• ••• • • • 

• • • • • • • • • • • • • • • • • • •• • 

PAGt..!J.._or_L. 

10. 
KllD NUMIER, 

9f. EPA ACCfSSIOII 
IM48ER OIi OTIEII 

N.A. or EPA IOENTlfTINC 
ll1 lver er NUHIIER 
Othe r 
(bpla ln) 

4r. 04 w C4 

4r. 04 21 C5 

Waiver, 
R"'n""'""~ f 

~4 ( 4 "- 7 (6 

~~ c~ ~ 7 C7 

Waiver 
1Request --- --

N.A. 
·---- - - ·- - . -

N.A . 
.. 

N.A. 

• •• • • • • • •• • ••• • • • •• • 
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Revised 11/12/96 
PRODUCT-SPECIFIC DATA 

0ATA !(OUlljEHENJ USTl!G FOIi !EV IIOC1!£"1CAl ACilvt'. INGaEOIEIITS 

1. PIIOOtJCf NAME 2. EPA REC. NO/FILE STIIIOl. J. 
NEU 1165M 67702- fORHUlATOIIS EICt"'HOII SELECTED 

-
5. APPLICANT•$ MANE & ADORESS YU NO X --6. APPLICATlotr FOR 
w. Neudorff GmbH KG REGISTUTlotr DATO 1. NAME Of ACJ IVE INCUDIEMHS): 

Ander Kuhle 3 6/10/96 . Iron phosphate 
D-31860 Emmerthal ,.. -- ' J 

a. DATA REOUIR04EN1S 9. Sot.a: OF DATA SATISFYING REOUIIEMENT ... Bb. 9a. 9b. 9c. 9d. 9e. 
Cert If Int Ion 

•~tetlon S\bw I tted s•ttted of Pel"lllhslon P\A>lfc 
Part 159/ •- of hat by Date by Another <PJ or Offer Literature 
Cluldel lne Appllc-,t s•tued Person/ to Pay (OTPJ 
lf\.nfxr ft,- Enclosed. 

<•-> lndlc1te .,.. 
or "OTP• 

152·21 Ter■totenlclty 

I 158.690(bJ ltESIOUE C11811STltf . 

1SJ·3 ctiealc1l Identity 

ISl·l Direct fons fOf' Use 

ISl-3 Nature of the Residue, Plants 

ISl·J Proposed Tolerance (Ell~tlon) 

Reas-bte Ground In S'4lf)Ort of 
153·3 ,.,t It Ian 

----- -

----

• •• • • • 
• •• • • • 

- -·-

••• •• • • • ••• •• • • • • • •• • •• • • •• ••• • • • 

• 
• • • • • • 

• 
• • • • • • • . -

••• • 

• • • • • • • • •• 
• 
• ••• • • • • 4. 

PAGl_ 
5 _ or~ 

10. 
HRID IUCIElt, 

9f • EPA ACCESSIOM 
IIUHIER 0a CHIER 

M.A. or EPA IDENTlfTINC 
ll1lver or NtNIU 
Other 
(Eaplaln) 

. 
N.A. 

Waiver 
Request 

Waiver 
Reauest 
Waiver 
Request 

Waivei 
Request 

Wai ver 
O an,,a~ f< ,- ,_ >-- --

-,_ ,_ - - -
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11---N=E=U 1165M -------
,. APPllCANT'S NAME & ADORES$ 

W. Neudorff GmbH KG 
Ander Muhle 3 
D-31860 F.mmerthal 
Germany 

I. DATA RE~IREMENTS 

-Revised 11/12/96 
PRODUCT-SPECIFIC DATA 

OArA REOUIREN(NT LISfllfG fOlt NEU IIOClt(HICAl ACffVE r•caEOIENTS 

2. EPA UC:. 110/fllE STMIIOl 

67702-

6. Al'PllCATfOH FOi 
•EGISTllATIOII DATED 

..fi.Ll.O I ..... 2f>L--_ 

.J. 
fORIM.Ma.S UEHPffON SElECIEO 

YES NO X ---
7 . IIAH( Of ACllV( llfCJtEOIEIU(S): 

Iron phosphate 

9 . SCUtC£ OI OAlA SATISFTJNC IIE~IREHENT 

• -
• 

• --' · • 

••• •• • • • ••• •• • • • • • •• • •• • • • • ••• • • • 

• . 
• • • • • • • • • • • • •PACE • ol_L • ••• ••• • I 

10. 
1------...----------------+------.-----..--------.-----.....--------.------iMltlD IIUM8ER, 

9•. 9b. 

Regulation Submitted 
Pert 158/ N- ef Test by Date 
C:uldel lne Applicant ~itted 
Nu!t,er 

l158.690(d) toCTAltGET ORGAMISHS/FATE/DPltESSION 

1s,., Avian Acute Orel 

1~-7 Avl-, Dietary 

n,-a freshwater fish ttsc, . 

15(-9 fre■hwater frwertebretes lCso 

15"-11 Nontarget Insect Testing 

9c. 

S\J.ltted 
by Another 
Pers«l/ ,,.,. 
<N-> 

9d. 9e. 
Certlflcetltt1 
of Perwlsslon P\A>llc 
(P) er Offer lftereture 
to Pr, (OTP) 
Enclosed. 
lrdfcate "I"' 
or "OTP• 

9t. 

N.A. or 
Ualver or 
Other 
(bplefn) 

N.A. 

N.A. 

N.A. 

N.A. 

N.A. 

EPA ACCESSION 
NUH8£a Olt OflCER 
EPA IDENTIFYING 
NlNIU 

-- ---------------~----------~--------1-----4------l-----·------....... --

• • • •• • • 
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NEU 1165M 
SLUG AND SNAIL BAIT 

Active Ingredients: By weight 
Iron phosphate ..................................... 1. 0% ... 

Inert Ingredients .•....................................... 99. 0% 
Total 100.0% 

EPA registration #6TT02- EPA establishment #67702-

NET WEIGHT LBS ( kg) 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

STATEMENT OF PRACTICAL TREATMENT 

If in eyes, wash with large amounts of water . 
Get medical attention if irritation persists. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Store this product in its original container and keep in a secure 9 storage area out of reach of children and domestic animals. 

• 

DISPOSAL: Do not reuse container. Securely wrap original container in several 
layers of newspaper and discard in trash. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals: Avoid contact with eyes. In case of 
contact immediately flush eyes with plenty of water. Get medical attenfioo :t 
irritation persists. • • 

•••••• • 
Environmental Hazards: For terrestrial uses, do not apply directly to water-or 
areas where surface water is present or to intertidal areas below the meao •t,igl, 
water mark. ••• • • • •• 

• 
• •• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABa 
Page216 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this produd in a manner inconsistent with 
its labeling. 

Home And Garden 

HOW TO APPLY: The slug bait granules should be scattered on the soil around 
or near the plants to be protected. Apply bait evenly at approximately 1 lb. per 
1000 square feet (0.15 oz., or about 1 level tablespoon, per square yard) and 
reapply as the bait is consumed or at least every two 'Weeks. Do not place in 
piles. If the ground is dry, wet it before applying bait. The soil should be moist 
but with little or no standing water. 

Reapply as the bait is consumed or at least every two weeks. Apply more 
heavily if the infestation is severe, if the area is heavily watered or after long 
periods of heavy rain. Apply only to the soil surface around plants, do not apply 
to foliage or other plant parts. See specific directions for different plant types 
and for inside greenhouses. 

WHEN TO APPLY: Evening is the best time to apply the bait, as slugs and 
snails travel and feed mostly by night or early morning . 

WHERE TO APPLY: All likely areas of infestation should be treated, especially 
around the perimeter of garden plots because these pests travel into plant areas 
from da ime refuges. favor damp places around vegetable plants such as 

ns, toma oes, e uce, cabbage, celery and squash. Other favorite areas are 
flower gardens, rockeries, hedges, dichondra lawns, citrus groves, ivy patches, 
and other ground cover where they obtain shelter by day. 

Vegetables h.# h- ~al ~ 
The bait can be used to proted anY,fegetables from st and snail damage, 
including (but not limited to): artich s, asparagus ans, beets, blackeyed 
peas, broccoli, Brussels sprouts, cabbag , cantalou , carrots, cauliflo"Wer, com, 
cucumbers, eggplants, garlic, lettuce, onion pe , peppers, potatoes, radishes, 
rutabagas, spinach, squash, Swiss chard, tom oes and turnips. Do not put the 
bait on plants. Scatter the bait around th eri ter of the vegetable ~oral 
approximately 1 lb. per 1000 square fe to provi a protedive •barritf-'•flf 
slugs entering the garden plot. If slugs r snails are ins, e the rows, then scatter 
the bait on the soil around the base o he plants and be n the rows. • • • • • • • •• 

••• • • • •• 
• 

• •• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
Page 318 

Fruits Including 

The bait ca e used to protect non-commercial fruits from slugs and snails, 
including ( not lim~ to): apples, avocados, apricots, cherries, grapes, 
melons, Q acti s, plums, ~·trus,pears. For seedlings spread the bait around the 
base the stem. withou touching the plant. Apply at 0.15 oz., or 1 level 
tabl poon, per square yar , in a 6 inch circular band around the base of the 
pl ts to be protected. For of der trees, spread the bait around the base of the 
t e to intercept slugs and snails traveling to the trunk. Apply the bait at 
approximately 1 lb. per 1000 square feet and scatter by hand or with granular 
spreaders. 

Berries 

The bait can be ~ to protect non-commercial rries from slugs and snails, 
including (but -~~ limited to): stra e · s, blackberries, blueberries, 
boysenberries, loganoerries, !ilSPberries. not apply the baits on the plants. 
Spread the bait aro~ perimeter of plot to intercept slugs and snails 
migrating towarcrlne berrles. Use a ra of pproximately 1 lb. per 1000 square 
feet and scatter by hand r with gr ular readers. If slugs and snails are 
already in the plots, then refull spread bait between the furrows near the 
base of the plants. For sm plots, treat around the base of the plants to be 
protected. Do not spread over e entire area but apply selectively. 

Outdoor Ornamentals 

Scatter bait in a 6 inch circular band around the base of the plants to be 
protected at 0.15 oz., or 1 level tablespoon, per square yard. If plants are next 
to a grassy area, spread the bait between the ornamentals and the grass. Slugs 
traveling to the plants will encounter the bait before reaching the plant. Scatter 
the bait around the perimeter of the plot at approximately 1 lb. per 1000 square 
feet to intercept snails and slugs traveling to the plot. 

Greenhouses 

Where snails are a problem in non-commercial greenhouses, scatter the bait in 
the plant pots of plants being damaged or around pots on greenhouse be~. 
Apply about ½ teaspoon per 9 inch pot. Do not put the bait on the plant. • 

• • •••••• • 
Lawns • 

••• • • • 
The bait can be used to protect lawns. When slugs or snails are detmeo. 
scatter the bait at a rate of approximately 1 lb. per 1000 square feet and scattat 
by hand or with a granular spreader where the slugs or snails are observed. • 

• •• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
Page418 

• WARRANTY 

• 
• 

• 

Seller warrants that this product conforms to the chemical description on this 
label and is reasonably fit for purposes stated on this label only Yklen used in 
accordance with directions under normal use conditions. This warranty does not 
extend to use of this product contrary to label directions, or under abnormal use 
conditions, or under conditions not reasonably foreseeable to seller. Buyer 
assumes all risk of any such use. Seller makes no other warranties, either 
expressed or implied. 

Marketing claims and product information that may be presented on the 
container or supplemental wording: 
-NOTE: This package is sold by weight. Contents may have settled during 
shipment. 
-The highly compressed granules {pellets) are easy to use, clean to handle and 
economical. 
-So unique it is (its) patented. US Patent number 5,437,870. 
(New) patented technology. (New) patented snail & (and) slug killer. Unique, 
patented formula. 
-Easy-t<HJse (ready-to-use) (RTU) granular (pellet) formulation. 
-Kills snails & (and) slugs . 
-Treats (will treat) x,xxx sq. ft. 
-Will bait (up to) x,xxx square feet. 
-Remains effective after rain or sprinkling. Not affected by rain. 
-Proven snail & (and) slug killer (kill, control). 
-Convenient. Easy-to-use. Requires no mixing, spraying, or special applicators. 
Just scatter lightly on the soil surface in infested areas. 
-Reliable. Use with confidence. Effective. Your first line of defense. Effective 
pest control. 
-This container is made from XX% recycled materials. 
-Maximum snail & slug control ... GUARANTEED. See back panel. 
-SATISFACTION GUARANTEED. See back panel. 
-You've tried the rest, this time try the best. 
-This time try the best. 
-Ideal for vegetable gardens. Can be used in vegetable gardens. 
-For use around vegetables, fruit and citrus trees, berries, ornamentals, sbrubJ, 
flowers, trees, lawns, gardens, and in greenhouses. :••••• 

• • •••••• 
GENERAL INFORMATION (WHY SLUG AND SNAIL BAIT IS SO EFFECTlve) 

••• • • • 
This product is a unique blend of an iron phosphate active ingredient, origir1atMQ 
from soil, with slug and snail bait additives. It is used as an ingredient•i,J 
fertilizers. The bait Yklich is not ingested by snails and slugs will degrade and 
become part of the soil in your garden. : • • • • 

•••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
Page516 

The bait is extremely (highly) attractive to slugs and snails and lures them from 
their hiding places and plants. Ingestion, even in small amounts, will cause them 
to cease feeding. This physiological effect of the bait gives immediate protection 
to the plants even though the slugs and snails may remain in the area. After 
eating the bait, the slugs and snails cease feeding, become less mobile and 
begin to die within three to six days. Dead slugs and snails may not be visible 
as they often crawl away to secluded places to die. Plant protection will be 
observed in the dramatic decrease in plant damage. 

This product is effective against a wide variety of slugs and snails and will give 
protection to lawns, gardens, greenhouses, outdoor ornamentals, vegetable 
gardens, fruits, berries, citrus and crop plants. The bait can be scattered on the 
laVtfl or on the soil around any vegetable plants, flowers or fruit trees or bushes 
to be protected 

Slug and Snail Information 

Slugs and snails controlled by this product include (but are not limited to): 
Deroceras reticulatum (Field slug), Deroceras laeve (Smooth slug), Arion 
subfuscus (Dusky slug), Arion circumscriptus (Gray garden slug), Arion hortensis 
(Black field slug), Arion rufus (Large red slug), Arion ater (Large black slug), 
Umax flavus (Spotted garden slug), Umax tenel/us (Slender slug), Ariolimax 
columbianus (Banana slug), Helix spp., spp., He/ice/la spp., and Cepaea spp. 

Slugs and snails are related molluscs and are some of our most destructive 
garden pests. They appear quite different from each other ~use snails have 
a shell and slugs do not. Mature slugs and snails lay eggs in clumps in the soil, 
under stones, or under garden debris. The eggs generally hatch after one 
month of favorable weather conditions. As soon as the eggs hatch the tiny 
molluscs begin feeding. Even small slugs and snails can cause significant plant 
damage. 

As they grow, slugs and snails feed on vegetation and migrate toward areas of 
more food and shelter. They feed during the cool of the evening, night or early 
morning. They leave a shiny, mucous trail as evidence of their presence. In 
cool weather slug and snail feeding damage increases. During hot °' cold 
weather slugs will hide, seeking shelter in damp, cool places. :••• .. 

• • •••••• 
Because they migrate it is very difficult, if not impossible, to completely eliminijte 
slugs and snails as garden pests. However, with a consistent program 1'9-iOQ 
Slug and Snail Bait, their numbers can be reduced to Vvtlere they are no lor'fnet-a . •°'f • • 
problem for your plants. • .: 

Registrant: W. Neudorff GmbH KG, Postfach 1209, an der Muhle 3, 
• 

••• • • • •••• 
•••• • • • •• • 
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SLUG AND SNAIL BAIT LABEL 
Page616 

0-31860 Emmerthal, Germany 

United States Patent 15,437,870 
Rl«~Apl11, 19118 

• • •••••• • 
• • •••••• • 

• 
••• • • • • •• 
••• • • • •• 

• 
••• • • • •••• 
•••• • • • •• • 
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LAW OF"F"ICES OF" 

WALTER G. TALAREK, P.C. 
1 ace RIVA RIOGE ORIV[ 

GREAT F"ALLS, VIRGINIA 22066 

h·OV 
BPPD 

DELIVERED BY COURIER 
Joan Karrie 

PMONE: (7031 7!19·4837 

l'AX: 17031 7!19· !1!148 

October 3, 1996 

Regulatory Action Leader, Team 90 
Biopesticides and Pollution 

Prevention Division (7501 W) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Application to Register NEU 1165M Slug & Snail Bait; EPA File 
Symbol 67702-G 

Dear Ms. Karrie: 

With this letter, I am forwarding the documents that we discussed over the 
telephone yesterday and today. 

First, you will find a copy of EPA's September 28. 1994. Federal Re~ister notice 
listing minimal risk inerts and stating that substances commonly consumed as 
food will be considered acceptable for use in all pesticide products, both food and 
non-food use, and will not require a specific exemption from tolerance. 

Second, you will find copies of two labels for metaldehyde slug and snail bait 
products which allow their use on various food crops, including strawberries. 
blueberries. beans. lettuce and potatoes. Although there is an EPA tolerance for 
strawberries, there do not appear to be any tolerances for these other crops. 

Third. you will find a series of EPA documents relating to Lonza's request that 
metaldehyde used in slug and snail baits around food crops be considered a non
food use. The basis for this request was that metaldehyde and its degradates do 
not translocate from soil into plant tissues and, therefore, do not represent a 
food use. (However, EPA did find that there was translocation and denied Lonza's 
request.) These documents also indicate that the current metaldehyde tolerance 
for strawberries is inappropriate and should be revoked. 

If you have any questions, please feel free to call me. 

Sincerely yours. 

W~~ . \ f 
Walter G. Talarek 

Enclosures 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
• ••• • • •••• 

• • • ••••• • 
• 

••• • • • •••• 
•••• • • • •• • 
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Formulatians. scl1nce findings, and tilt 
"gmcy·s rqulatory position and 
ration:ile. may be obtlintd tnmi lhe 
N:11lonlll Ttd!nlcal lnFoffl\Olloa Service 
(t.'TLSJ. SZ&.'5 Pon Roval Road. 
Springri•ld, VA z:rnh. 

In 11u:ordance wilh »clion 3(c)l2l of 
FfFRA. 1 cop,· or \ht approved label 01ut 
the list or data reftrtnc:u used 10 
!tuppon re1\11r.111on are •"'•l111ble for 
public tnspac:tlon In the omat or the 
rroduc."t M:ln111:tr lilted above. Tht dat1 
and othtt sclenunc lnfot1natlon used to 
su ppar! rqis\nition. except ro, material 
spt>Clnnlly pro1ec111d by sealon to or 
FrFRA. INI a, .. ilable for public 
inspealon ln the Public lltipon-. and 
J>rogram Rnoura,s Brtnch. f'l1ld 
Oper.nions DMston (7'0&CJ, omca of 
Pn\lcide Pro811nu. EnW1111mtnl1l 
PNl1ee11on Aatncy, Rm. UH. 0412, 
Arllnaloa. VA ZZ102 (703-3Ci~5805J. 
Reques,~ ror data 111us1 be made ln 
accordance with the pro,,islon1 or the 
fmdom oI Information Act and m11s1 
l,e 1ddruwd to I.ht Freedom o( 
1nrorm1llon omc. (A-101). 40t M St.. 
SW •• Washington, DC 20460. Such 
ffltU"11 should: (l) ldnlify I.ht p,oduct 
name and NIIISU.lion nunib.r and t,) 
tpte;Jrr th• d1111 or lnrorm•tlon dnlred. 

A.u..rtir. , u.s.e u,. 
l.blal'S1tbjecu 

tnvJronmmtal protld..lon. Pestlcldas 
and pests. PN>duetlar. ,eiistretlon. 

Daredi Seplt,.,. o. lite. 

Stepbta L J~. 
Diff'(IOI, "4-Jlllratltt!I Dl,-1$/ort. Off,n,of 
f'rjtitidrt l>roJf"lnll 
tFA Due. tt-U607 fil.,d .,_J1~: I~$ aml 
111.iJNGCOM.....-

!OPll~Si..01: FAL ..... 72"'1 

Inert lng,-Slents In Pest.lclde ProduGIS; 
Litt or Mlnlmll R1,11 rntrts 

AGENCY: En\'lrorunental Pl\ 1KtiOI\ 
Agency fEPAJ. 
ACTIOlf: NoUct. 

SUYWAA'I: l"PA is lssulna a list orlnert 
ingi-.dionts considered to be of mlnhool 
ticlt In pes!leid• procJuctJ (List tA). In 
addition, EPA ts 11nno11ndng 1haa 
sutK1:inctt eomroonly consumed as food 
will also be C:Ot\S\dercd minlnwt rtsl, 
List 4A, tven U lhay have pn:viouJly not 
been used i.t1 pHlfcid, pro4ucu 1111d ;are 
thtrwrore nal airnnliy on tM lill1. 
Subsl&ncts co;nmonly conJumtd u 
foods will be consldtmi 1cnplabl1 l'or 
use ~ all pes\lcld1 pl'Oduct~ both food 
i.ncl nonfood uM. 111d will not ,-quire 
• specl0c uamplfon from tollflfta,, 
IDl:e'TM 6A'1: S1pltmber211.19M. 

AOORUSU: By m&il. submit \friUen 
comments ldcnt1raed bv the doc11~n1 
eortbOI numl.,er IOPP-351'10D1 lo: Public 
Response Md Program ltaiOun:e, 
Branch, Field Oper11lons DivlJlon 
(7506C). Otrac:1 of PaUcide PrCllfJm•. 
Eni:l:onmental Prolecllon Age11~. 401 
M St., SW .. \\'ashln.g1on. OC 20460. In 
person. dolh,•r comiMnts to: Rm. I tl2. 
C,ystal M:tll 81~~. 12, 1921 J,df,rson 
Oa,·la lflghway. Arlinglon, \' A 1%202. 

Jnrormat:on submined os • comment 
concern I n11 thlt docvmenl ffllf w 
clatmed confidential by marking any 
p,111 or all eFthst lnli>rm11lon as 
"Co111iden1i1I Busine~ lnfonnation" 
{C81). lnfcnnt1\I011 so m1r~d wilt not bl 
dllclaa.'Cl except In acrord1,u» with 
p,oc;edura Nt loltb hi 40 01l put z. 
A cop}' of lb eo111mtnt that does not 
contlln CBI mint bl submilled for 
incl11slon la lbt publlc 1'9C'Ol'd. 
Info""atlon nol 111ubd COllfldenllal 
wUl be lnctuded 1G tht public docket by 
EPA without prior notia.. The p,>bllc 
docket is IWlilable ro, pul>Uc In~ 
ba Rm. 1132 1l lht eddren glm, tbcmt. 
1nm, I 1.m. lo 4 p.m.. M01tdty lbrough 
Friday, tlll:111dina lepl holidays. 
FOfl FlJ!ffiG ~noN CCNl'ACTI I)' 
mall: Tina Lavlno, RttiletntlOft S11pPo11 
llrsndl, Jlftlstrallon DJvtaJon (,$0SWJ, 
Office of P"1Jddt Pragnau. 
£nvltorunes1tal Pmldon Agency.101 
M~ S\V,. Wuhingtan, DC 10460. 
Office location and telephone number: 
2100 t:r,&W Dlivt, North Tower, 
Arlington, VA moz. (701)-J0S-8193. 
a.u,,u.amrrAltYINFOIIIIA110N: EPA 
announced ltl policy on to'«IC Inert 
lngrtdlen11 in peslldd11 froduct1 In the 
fedtral legi$ltt'OC Apri n. 19117 (52 
Flt 1330S). 11irough thls policy, El'A 
encounisn 1he use of 1htt ltest toxic 
lnffl lnsmlienlS 1,·1U1bla Md nqulres 
t!ltt devel~mait of clot• uceswy to 
dwtermlnit t!:e candlllOtll or 1:1r1 ure of 
products \hat tonlail\ to,dc lntr1 
lngredl111U. fn developlng this policy. 
EPA ~tesodud inert inarwdlenta into 
lho Following four lists 11CC01'dlng to 
tolddl)': 

Llrt t-lnerts or toxic:ologlcal 
conctm.. 

LIit 2-PotenU11ly 10lllc lnel'\A, ll'ith 
hlgb prtorlly ror lmlng. 

Usl J-l11ert1 or un t.nown toxicity. 
LJst t-Jnans ot mlnlm.al concern. 
In ti.. Feteral IAlgllUf or No,amti., 

22.. 19tll (sa FR 41314), EPA Issued a 
notlca aMounctna some rnod1'iallot1• 
to the pinloualJ published Usla 1 and 
t. In that notice, EPA 1lto noted lh1t 
List 4 WIS balna dlwidod into, .. paltt. 
n. orilf.n1l Ust 4 became Ust 4A, 
rtpl'ftllntlns mllliow rtlk inert 
Ingredient&. Ust tB was cruted to 
repttWnt lnlt!1 lftgn,dlanls fot which 

EPA hi.I IUITldtnl in!ann1tion to 
conclude 1h11 their cumnl u11 p111erns 
Ill pestlc:ldt pmdUC'ls '1'111 not adversely 
affed public: heehh 1t1d the 
1nvlronm•n1. t.111 -49 will bl dt\·eloped 
u EPA works throu11h 1l1e lncirta •trale,:y 
'"d mlews the t11m111 lnL'T\1 on t.i5" 
Zand 3. 

EP ,, Js lasuinA t.lal -4" 10 pro\'idt1 
fll,IIJ.ai,ce lo (ormul11ors or :actlvo 
lngredlan11 belnic proposed for 
dene,ulalion under HCllon 2S(bJ tifthe 
Feden\ tnsecllclde, Funlicld1 and 
Roden1lcid1 Act. Tht 1uhstani:e1 
includod on Lisi 4A can be added lo 
Jllc:h ac:tiva lngrtdienl• \\'lth0\11 
teo(lorditing their dtre&ulaled 1111tus. 
Tha• mlnh11um risk intrl lnp,dlanu 
Ot9 r«:oplzed II Mt. for ma hi 
pesticide prod11C1s based upon their 
knOWII plOpertln. 

In tt\llewins List 4 11\trt ingradlenu 
ror 1h11 proposed aectlon 'Z51b) 1Vla. 
manr lnens on the orlatnal Lltl t were 
moved fntrn Ust 4A lo Lisi 48. In 
ptl1lt:ular, 1C\lt1l7 Im.le lnena _.,. 
moved lo 18 beeiiu,1, tllhough the 
tntin1 Df proch1cca for cic111e 1oll.ici1y 
ens.ares low concem For l~ttM inerts in 
ragl111Ttd products, •lthoul s11ch 
Ntplatory ow1K11ht there 11111 be , 
un■cc:eptablt 1c:u1e rtsk1. In addlllon. 
11111\y or th• l11ertt on Iha original u,1 
4 l'9Cllvtd little mlew ror 
evtronmental fat• and eccloglcal 
11rrK1S. 11IOlt inena ba-. blen mOV9d to 
Ust 48 whllo EPA funhtr UltlH their 
environm•nt•l rim. EPA tlao plans 
soon to move lntr1 lna,.dttnts 110w on 
Ust 3 to U1u 4A and ◄8, n,e Food and 
Drug Adminlstnlion hos 1,;onsld11~ 
th-.11 lnert1 fo, use ot direct food 
eddltlvcs and In pl111nn11ceulit;il~. end 
they are und•~oing 11ddition1I re,·1a1v 
by th, FDA and the Omca or Wo1er 
be[me fit1•l disposition. 

Many or th Cncttl an u,1 ... , are 
commonly consumlld foods. Thlft ma}· 
ho other foods \l~ful II IJlcrt 
ln1tm!len11 In pestltld• producll 1h11 
are not lncluda:d In this llsl bealuse tho,· 
have not been 1..1Md In pe,ticldo · 
prod Ila I up to now. Et>A ,~ anno11nc\f\K ' 
• polity 1h11, u a genenl 111at1et. It will 
consider tll commonly con"1£TS4 p,d11 
11, U■t tA. Inert• or minim~ cont.em. 
Although aomt common Iv ~n111111ed 
foods,,. evmmtly exemplc11t-t1111,hc 
'-Cluin,ment ,,re ,aleranco ~ vlnuo or 
their listing i••••ttCF'R 180.,eo,. 
EPA sen•:i wift n11 tonaermP •. 
mmmon J 1J;J\I, way. EiA• • 
gentm1lly con,fdltn~tmanc;in tlull 1n: 
commonly cona~ad es foof'4MP1nlo 
lhtt 01tagory dl...,,l'.,.111 rec:ognized H 
sale" 1ubs11nM!'l!PJ\ will not re•quire a 
1pa:lfic fisting rorcoml'J'lanl! CQ!fi11'1'1ed 
rood, In this 111bpa11 llftlesa -~ 
lnfonnallon suaests that atl~I\OII 

• • • •• • 
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Mr.al ~Pl 
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Mir. 
l'UI\ 
Mil~-1 
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Nldlll~ 
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oilml!M 
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hf'CI' 
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l'lll1'-'\\y1'111: Rim 
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&-,tluiar 
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\YhlJ 
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Wont 
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UII o( S111ljecU 
Ellvhonme,1111 prolllctlcn, 

ARf{c:ull tmil c:ammodil .... 
Admlnl11t111Un ptec;tlat ud pnx.t!f.lunt, 
P1111idd~ a11d pests. Jlera,tlnJI 011d 
ft'Cllnlkcwpil!J niqulNmll'IIL 

Avtlierirr, 7 lJ.S.C. 13h. 
llAtttJ: June 14, 1994. 

S..,..,.Lt.._ 
DTffl:lot. ntttillratlofl Dl-.itlo,t. 0/Tltt ,,, 
~lcltfitl'rogroms. 

Int llJC. -...z:1110 Flied tt-17~¥4: 11:u ,ml 
....... COOi ..... 

fEOEIIAL Ell£flQENCY 
MANAGEMENT AGENCY 

Ad}uttment of DlalW Qnffl AIII04Nlt.l 

AOSICY: Feder.ti Emergeftc:y 
~:ipment Apncy IF!MAJ. 
AtnOII: Nolle». 

.,..._IW: The Federal Em•11rt"'-'Y 
Monogornctr1t Agency (fEMAJ gl\~ 
nDliot lhll tht IIIUfmuan 11mounls for 
JndMdUAI and Family Crint• and w-1111 
10 Stole and local goyemmcntund 
privet• nonr,efit fecillll• ■re adtmecf 
rnr dliastllftl dect1red on or• ftor 01:,aber 
1, ttot. 
VftCT\'1£ OAftl Oclobu 1. loo.I. 
FOR FVRl"HlR INJOIIIIA110N CONTACT: 
Paunne C. C.mphell, Respon• and 
.Raco"IIY Dlrctorot11, federal 
Emergency Mao1pmcnt AStftcy. 
Wuhington. DC 204n, (202) &46-31100. 
SUffl.EllPffARY INFORltAlJOff: Tb11 
Robert T. Stafford Oluslcr Reller :,nJ • 
Emt1'1tf'nr:y Aulstance Ac:t. Public:)•••• 
93-218, aa .,,,ended, prescn1>es 1h11 
,tf'IQIS made und•r Sertion 4U, • : • 
lndMdu1l •nd ramlly Crol'lt P~c\~· 
and ,nan11 ntadt under Section 4:tl, . • 
SimpURtd Pracedq~ll'Gil to the • 
Puhlic Aslist.11'\Cl1 pregram, lhall b. • • • • 
1dju11ad 1nnuan, 1->nlltd ~ni;es Tl• • 
the Con•umer PriCI lndb for Atl l IOl,11.: • 
Contum11,s publithecl ~ lhe • 
Of!p;i rtmen1 of Labor ••• : • • • • 

Notice i1 hereby gh"ltn lhlll \ht ! • • • • 
nia:dmum lftlOunt or an)' grant madti "" • • 
611 indlvldt,1I er family for dtsa,iar• • • • • 
n1lt1Pd iieriolllt llftd1 lftd neallUr_v • • • • : 

l 'N lSVKllJl, SXKVYl 
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UN~D STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

SEP I 4 1992 OFFICEOF 
PEST1C10EI AND TOXIC 

SUBSTANCES 

MEMORANDUM 

SUBJECT: 

FROM: 

THRU: 

Response to the Metaldehyde Reregistration 
Standard: Residue Data (MRID # 42092701, 
CBRS # 9200, Barcode No. 0172616) ~ 

R. B. Perfetti, Ph.D., Chemist 1) fl... 
Reregistration Section ~V 
Chemistry Branch II: Reregistration. Suppo 
Health Effects Division (H7509C) ~ ~ 
E. Zager, Chief 7pt, 
Chemi.stry Branch II: Reregistration support . 
Health Effects Division (H7509C) 

TO: E. Saito, Acting Chief 
Science Analysis and Coordination Branch 
Health Effects Division (H7509C) 

and 

L. Rossi, Chief 
Reregistration Branch 
Special Review and Reregistration Division (H7508W) 

Attached is a review of a metaldehyde metabolism study 
submitted by Lonz~ Inc. response to the metaldehyde Reregistration 
Standard. This information was reviewed by Acurex Corporation under 
supervision of CBRS, HEO. 

'this document has undergone secondary review in CBRS ind.has 
been revised to reflect the Branch policies. :••••• 

• • 
Please see our conclusions in the attachment regard.iing .. the 

adequacy ot the information provided by the Regist~MI~> Alsc, see 
the conclusions of the HEO Metabolism Committee regarding ·r~a~'1~es 
of metaldehyde. ••:••: •••• 

•• • • •••••• 
A Tentative Residue Chemistry Data Summary ra~l.e is _also 

included at the end ot this review. ••••• ••• • • • •••• 
•••• • • • •• • 

\ 
130 @ Printed on R,cyc/od Paper 



-2-

If you need additional inpu~_please advise. 

Attachment 1 : Review ot Metaldehyde Plant Metabolism Cata. 

cc: With Attachment 1: R. B. Perfetti, Metaldehyde Reregistration 
Standard File, Metaldehyde Subject File, Acu~ex and Circ •• 

cc: Without Attachment: RF. 

•••••• • • • • • 
•••••• • • 

• •• 
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METALDEHYDE 
(Chemical Code 0S3001) 

(CBRS No. 9200; DP Barcode D172616) 

TASK3 

Registrant's Response 
to Residue Chemistry Data 

Requirements 

May 14, 1992 

Contract No. 68-DO-Ol42 

Submitted to: 

U.S. Environmental Protection Agency 
Arlington, VA 22202 

Submitted by: 

Acurex Environmental Corporation 
Eastern Region Operations 

4915 Prospectus Drive 
P.O: Box 13109 

Research Triangle Park, NC 27709 

• • •••••• • 
• • •••••• • 

•••••• • • • • • • •••• • • •••••• • ••• • • •• • • •••••• ••••• • • • ••••• • 
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METALDEHYDE 

CCbemicaI Code 053001) 

CCBRS No. 9200: PP ~arcode D172616) 

REGISTRANT'S RESPONSE TO RESIDUE CHEMISTRY DATA REOUIREMENTS 

Task-3 

BACKGROUND 

Metaldehyde is a molluscicide registered for use on numerous food/feed_ sites including 
orchard fruits and nuts, small fruits and berries, vegetables, alfalfa, and clover. 
A food additive regulation is in effect for dust-~ted strawberries in which a tolerance of 
•zero• is specified, expressed in terms of metaldehyde w ~ (40 CFR §185.4025[b]) . . This 
food additive tolerance is inappropriate and should be revoked. Prior to the Pesticide 
Assessment Guidelines issued in 10/82, 408 tolerances had generally not been required for 
food/feed uses of baits, such as metaldehyde. However, Pesticide Assessment Guidelines, 
Subdivision O states that if residues could occur in food or feed, the use is considered to be a 
food use and a petition for tolerance/exemption from tolerance is required. The Metaldehyde 
Guidance Document dated 12/88 stated that the Agency had no basis for concluding that 
residues will not occur in or on food and feed crops treated with metaldehyde. The 
Guidance Document required plant metabolism studies on three dissimilar crops. 

The 1988 Residue Chemistry Chapter provides a discussion of metabolism studies with bean 
and strawberry leaves. Strawberry leaves at 1 or 2 days following (14C]metaldehyde foliar 
application showed approximately 20-30% of the recovered radioactivity in trapped volatiles 
and 53-54% as chloroform-soluble residues. 14C-Residues recovered from bean leaves 4 days 
after treatment included 36% trapped volatiles and 25% chloroform-solubles. The registrant 
reported that unchanged parent compound was the predominant residue in the chloroform 
extracts. · 1 

In response to the Guidance Document requirement for plant metabolism data, Lonza, Inc. 
met with the Agency on 5/2/89 to discuss data requirements. In a Lonza letter of SI l 7 /89 
summarizing that meeting, it was stated that the Agency would consider metaldehyd• a non
food use if the registrant could demonstrate that metaldehyde did not translocate to ~is: 
Subsequently, Lonza (10/89; no MRID assigned) submitted a protocol for metabolisp1tooies 
with strawberries and citrus. The Agency concluded that a study conductal.~rding ta the 
submitted protocol would not yield sufficient data to determine whether oi not metal~e 
use on or around food crops could be considered a non-food use (R. Pe~to.:,::BRS I'M.~ 
6322 dated 4/18/90). The review cited the following deficiencies in the Jltqtwol: (ilthe:• 
study would be limited to. strawberries and citrus and, thus, would not be.i&pJC!sentati.ve, of 
all registered crops; (ii) the data would be representative only of granular (G) and : • • •. 
pelleted/tableted (PIT) formulations, and would not depict the potential for uptake of ):Jqil-

•• • • ♦ • • • 

•• • 
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applied EC formulation; and (iii) the registrant proposed to report nondetectable residues as 
"zero.• The Agency recommended tests on strawberries, citrus, and a leafy vegetable using 
a G or Prr formulation and in separate tests, an EC formulation. 

LolU'.a, Inc. (1991; MRID 42092701) submitted data from a soil application study of 
[

14C]metaldehyde on strawberries. In their transmittal letter, the registrant referred to their 
meeting with the Agency and noted that the Agency had recommended eliminating foliar . 
uses. The Agency had also stated a need to demonstrate that metaldehyde nor its primary 
degradates, paraldehyde and acetaldehyde, do not translocaf:C from soil or air into plant 
tissues. The Agency recommended that very sensitive analytical methodology and/or 
radioactive metaldchyde be used to detect residues at 0.01 ppm. The data from the 
strawberry study are reviewed here for adequacy in fulfilling residue chemistry data 
requirements. · 

CONCWSIONS/RECOMMENDATIONS 

1) The qualitative nature of the residue in plants is sufficiently delineated 
considering the potential metabolites of metaldehyde and their toxicities. . 
The metaldehyde strawberry study shows that the parent or its primary 
degradates translocate from soil into plant tissues and therefore represents a 
food use. Radioactivity from soil-applied ['"C]metaldehyd~ accumulated in 
strawberry fruit and leaves to maximum levels of 0.015 and 0.018 ppm on day 
56 of the 98-day study. Radioactivity was also detected in the fruit (0.003 
ppm) and leaves (0.006 ppm) of control plants located in the proximity of the 
treated soil, but planted in separate containers. The registrant contends that the 
radioactivity in treated and untreated plants resulted from incorporation of 
[ 14C]CO2 generated by soil microbial degradation. The HED Metabolism 
Committee has concluded that, due to the nature of metaldehyde, there is no 
need for additional plant or animal metabolism studies. 

2) The HED Metabolism Committee has also determined that, due to its toxicity, 
metaldehyde should be regulated Yii tolerances in terms of metaldehyde ~ 
Attached please find the documents relating to the HED Metabolism Committee 
decision. 

Based on the conclusions discussed above, Residue Chemistr/ Guideline requirement 17J-4 • 
(a) (Nature of the Residue In Plants) is fulfilled. Requirements 171-4 (b) (Nature of the:••••• 
Residue in Animals), 171-4 (d) (Residue Analytical Methods~ Animals) and 171-4 0) :•••=• 
(Meat/Mille/ Poultry/ Eggs) are waived. The remaining data requirements incJ.~qc;J.71-4 (c). 
(Residue Analytical- Plants) and 171-4 (k) (Crop Field Trials). Guideline 17U4 (t): • ••••. 
(Processed Food/Feed) will be reserved until such time as the results of the crc-o-1\Cld trut,•• 
are submitted and reviewed. With respect to the analytical method, residue ~.~ould qe .. :. 
obtained utilizing a procedure which will distinguish metaldehyde from acetald~DV~, i.e. it• 

2 
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snould be able to de~t metaldehyde in the presence of acetaldehyde. This method should be 
adequately validated by an independent laboratory and must undergo a successful Agency 
method trial in order that it can serve as an enforcement procedure. For additional 
requirements regarding analytical methods, see the met.aldehyde Residue Chemistry chapter 
dated 10/7/88. Crop field trials should be carried out on representative crops in each crop 
grouping and certain miscellaneous commodities. Again, for further details please see the 
Residue Chemistry chapter cited above.• · 

DETAILED CONSIDERJ\TIONS 

.Lona, Inc. (1991; MRID 42092701) submitted data from a soil application study of 
(

14C]metaldehyde on strawberries. A simulation of the 4 % RTU fonnulation was prepared 
by mixing [14C]metaldehyde (radiochemical purity 99.95%, specific radioactivity 4.2 
mCi/mmole) with the viscous liquid formulation matrix (minus the active ingredient). The 
test substance was applied on sandy soil in a planter box containing 12 strawberry plants. 
Dime-sized spots of the formulation were placed 1 ft apart, 9 inches from the foliage line at 
a rate equivalent to 1.28 lb ai/A (lx the maximum rate for this 4% RTU formulation on 
numerous food sites). Plexiglass sheets, 12 feet high, were positioned upright at the foliage 
lines and at the edges of the planter box to prevent splashing of the liquid fonnulation onto 
the plants during application and watering. Pots of control plants were placed beside the test 
planter box. To maximize the potential for translocation, the entire planter box was watered, 
including the area of application, instead of directing the water to the base of the plants as 
would be done in commercial practice. The plants were treated with a miticide and 
Osmocitc R 15-1S-15 to avoid bacterial and fungal diseases. To test the volatility of the 
active ingredient, 16 dime-sized spots of formulation were each placed on soil in a plastic 
weighing boat and one sample was analyzed at each of the plant sample collection intervals. 

Fruit and leaves were collected at 1, 7, and 14 days after treatment and thereafter at 2-wcck 
intervals up to 98 days (some labels specify a 6--day PHI for vegetables and strawberries and 
30 days for cereal grains; one label states a 14-day PHI for citnis). At the end of the study, 
a 18-inch soil core from each treatment spot was collected and the formulation spot, or top 
layer of soil if the spot was not identifiable, was collected. Successful collection of the 
remaining 14C-activity was determined by lack of response from a Geiger counter. The 
remaining soil was then subsampled at 0-6, 6-12, and 12-lS·inch depths. The formulation 
spot and other soil samples were pulverized with liquid nitrogen, combusted, and 
radioassayed by liquid scintillation spectrometry (LSS). 

Fruit and leaf samples were rinsed in 40 mL of water, then homogenized with watef .• • ~ 
aliquot of each homogenate was combusted and rinsates and combusted samples were • 
radioassayed by 'LSS. The detection limit of the radioassay was 0.001 ppm. :••••• 
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IoW Radioactive Residues ITRR> in Strawberry Tissues 

. Radioactivity in the rinsates, representing surface residues, were reported as dpm/mL and 
were reported for controls and treated samples from each collection interval. Values 
reported were 0-5 dpm/mL for control fruit and l~ves and 0-4 dpm/mL for treated samples. 

The radioactivity detected in fruit and leaf homogenates at each collection interval are 
reported in Table 1. Low levels of 14C-activity accumulated in treated fruit and leaves over 
time, first becoming detectable at 14 days and reaching > 0.01 ppm levels at 42 days in 
leaves and 56 days in fruit. Very low levels of radioactivity were detected in control 
samples after 14 days in leaves and 56 days in fruit. No additional analyses were conducted 
to characterize radioactive residues. 

The registrant contended that the radioactivity in both treated and control plants was due to 
the incorporation of (14C]C0i from soil microbial breakdown into natural products. To 
support this claim, the registrant noted that radioactivity in the control samples could result 
only from incorporation of volatile radioactivity because the control plants were outside the 
treated planter box but near the treated soil. The higher levels of radioactivity in the treated 
plants were explained by their closer proximity to the treated soil spots. To further support 
the theory of [1'C}CO1 incorporation, the registrant included the results of the soil analyses 
from this study and also data from environmental fate degradation studies. 

4 
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Table l. 14C-Residues in plants at -.:arious time intervals. 

Untreated Treated 
Day Pruit Leaves Fruit Leaves 

1 <0.001 
Residues (ppm) 

<O.OOi <0.001 0.001 
7 <0.001 <0.001 <0.001 0.002 
14 <0.001 0.001 0.001 0.003 
28 <0.001 0.001 . 0.004 0.004 
42 <0.001 0.002 0.008 0.012 
S6 0.003 0.005 0.015 0.018 
70 0.001 0.002 0.009 0.013 
84 0.001 0.002 0.001 0.017 
98 0.001 0.006 0.006 0.017 

Degradation and Movement of Radioactive Residues in Soil and Air 

The results of the soil volatility analyses are summarized in Table 2. The recovery of the 
radioactivity initially applied to soil in weighing boats decreased to about half the initial level 
after 70 days. Recovery of applied radioactivity from the planter box formulation spots at 
the termination of the experiment (98 days), however, were higher, 61.2-93%, with an 
average of 75 .1 % • The registrant did not explain these higher recoveries. The use of 
fungicide on the test plants could have retarded microbial degradation in the planter box, 
whereas no mention was made of applying fungicide to the soil in the weighing boats. 

Table 2. Recovery of radioactivity from the soil volatility study at various time • 
intervals. 

Time interval (day) 

0 
1 J 

7 
14 
28 
42 
56 

. 70 

5 

Average 4 dose recovered 
98.2 
77.0 
82.9 
84.0 
75.7 
S3.0 
58.5 

i'Zwl •• 
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Data from an environmental fate soil degradation study were included in the submission and 
pertinent data are presented in Table 3. The time intervals in Table 3 were selected from the 
year-long study as representative of the few specified PHis for nietaldehyde and the interval 
covered by the current strawberry study. The total radioactivity remaining in soil at 89 days 
was 72.6%, a value consistent with the average 7~% remaining after 98 days in the 
strawberry study. After 89 days, total volatiles ·accounted for only 23.4 % of the applied 
radioactivity, most of which (18.6%) was in the first potassium hydroxide (C~ trap. Based 
on radioactivity in the ethylene glycol trap, the data indicate that at 30 days or less after soil 
application of metaldehyde, 2.5% of the applied chemical could consist of the parent or 
primary dcgradates. In the current study, at the 98-day interval these residues accumulated 
to about 5%. 

The strawberry metabolism study is sufficient to determine that metaldehyde or its primary 
degradates translocate from registered soil application into plant tissues. The study 
demonstrates that the use of metaldehyde on crops is a food use. 

Table 3. Distribution of "C-residues of metaldehyde during the aerobic soil metabolism 
study. 

Study day 1 14 30 89 
------Pcrcentof Dose 

Total 14C-accountability 102.4 98.7 95.8 96.0 
Ac~1,1mula1ive vQlatil~t 

Et 0.7 1.2 2.5 4.8 
K, 2.4 3.9· 1:s 18.6 
Ki 0.0 0.0 0.0 0.0 
Total 3.1 S.1 10.0 23.4 

Non-extractable residues 4. 1 5.4 8.1 8.1 
Extractable residues 95.2 88.2 n.1 64.S 

1Et = ethylene glycol trapping solution; K1 = first KOH trapping solution; Ki = second 
KOH trapping solution. 

References 
• • •••••• • Citations for the MRID documents referenced in this review are presented below. 

Submissions reviewed in this document are indicated by ID.IIII- • • •••••• • 
••• ••• • 
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Agency Memoranda 

CB No. 
Subject: 

To: 
From: 
Dated: 
MRID(s): 

CB No. 
Subject: 

To: 
From: · 
Dated: 
MRID(s): 

6322 
Lonza Inc. Response to the Metal'dehyde ·Reregistration Standard: Plant 
Metabolism Study Protocol. 
R. Engler 
R.B. Perfetti 
4/18/90 
none. 

none 
84-WI-02. Section 18 emergency exemption for the use of mctaldehyde on 
ginseng. 
D.R. Stubbs 
S. Malak 
4/06/84 
none 
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Metaldehyde (CASE 6761 
TENTATIVE RESIDUE CHEMISTRY DATA SUMMARY THROUGH 9/11/92' 

REASSESSMENT OF U.S. TOLERANCES ANO POTENTIAL FOR HARMONIZATION WITH 
cooex2 

Guideline Number and Topic:' 

171-3 Directions for use 
171-4(ai Plant Metabolism 
171-4(b) Animal Metabolism 
171-4(c) Residue Analytical Meihods • Plants 

171-4(d) Residue Analytical Methods • Animals 
171-4(el Storage Stability 
111-4tkl Crop Field Tnai6 
17l -4{k] Root .ind T"'bar Vegi;tables Gr.au~ 
171 •4(kJ: L&aves Qf Root ~nd T ubef Vegetables 
'l71·4{k} 8titb Vegetablas Group 
l 71 ~4!l<) Lea"fv Vegetabtes taxc~pt Bra.ssica) 
171-4{k) Bri.ssica ~eafy. Vege~bt,~ Gtovp 
l 71-4{k) [ecum11 Vel,letablEJS (sifcc.ulenvdtiedl 
171 •4[lcJ l?Q!i~e: of leoume Ve,oetat)les 
17 t·4(ij fruiQ'og Vegetabres Grol.lp 
171 -4[1<} Cucui'bir Vegetables Group 
l71 ·4{k} C~ttJS FnJits Gro\fp (see 17 t ·4(H1 
171-4[!4 Porne Fi:1.1lt Group 
17T •4(k,) StaJ:ie Ffulu G'n;iup 

111-4{k} Small Fr.utts and Ber-rle$ Grotip 

11h4(kl- Tree Nuts GrouP. 

l 71*4-lk} Cereati3rains hloup 
171-4lkt R:lrag__e, ·Fo.dde,, pnd Straw ot Ceteal 
{irain-s 
171•4{.tq Grass ~forage-, F.odoer, and Hay Gn)up 
·t:7J•4lk} Non-grass Animat feeifs. 

Phase V data 
requirements 
· satisfied? 

N 
N/A1 

N/A 
N 

N/A 
N 

N 
N 
N 
N 
N 
N 
N 
N 
N 

N 
N 
N 
N 
~ 
N 
N 

N 
N 
N 

MRID(sl4 

lJ1•4{fc} Herbs a~ Spfces-G,oup t,ee 171•4HH 
l '11 .. 4_{fJ M[S£e laneous.- Commodities ,,_,..,,..,,. __ .....,_....,_ _ __.N _______ .......,....,.... ................ ,......,......,......__ 

•••••• Asparag\JS 
Avocados 
Bananas 
Artichokes (globe) 
Mint (see 171-4(1) J 
Okra 
Tobacco 

171-4(1) Processed Food/Feed 

N • 
• • N :••••• 

N •••••• • 
N : •: •••• 
N •••••• •••••• • • N •• : ••• :. 

••••• • • • ••••• • 
••• • • • •••• 
•••• • • • •• • 
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Metaldehyde lCASE 6761 
TENTATIVE RESIDUE CHEMISTRY DATA SUMMARY THROUGH 9/11/921 

REASSESSMENT OF U.S. TOLERANCES AND POTENTIAL FOR HARMONIZATION WITH 
COOEX2 

Guldellne Number and Toplc3 

171-3 Directions for use 
171 -4(a) P.lant Metabolism 
171-4(b) Animal Metabolism 
171-4(cl Residue Analytical Methods• Plants 
171-4(d) Residue Analytical Methods • Animals 
171-4(el Storage Stability 
1714t°kl C(op field Trials 
17t~4{k) Rool. and Tuber Vegetabres Group 
171~4-(kl leaves of Aoot and rvblr Vegetable~ 
171 -4[k} 8utl:i .Vegetables Group · 
171•4-{k} t;eafy Ve~eta~les (exc:em 8rossica-l · 
17i•4{kl St~$$ica ieatv VeQetables Grt)tJp 
17l ·4(kJ i::eQUtrte Vegetables l.wccule11t1driedl 
f7i ·4{kl Foliag& of legume Vegerables 
17l--4ik) faulting ~e_getables Group· 
171•4{1<} Cuc;~rbtt V'egetables Gtoup 
171•4{1<) -Citrus Frutts Groop !see 171 •4(1)f 
l 71,.4(k} ~ome F"r0tt$ Group 
171-4.(k}' Storie ~rt.lits Group 
l 71 •4{kl $malt 'F'rutts: and Berri~ GrQup 
l 71 •4(ki Tre& Nuts Gr~up 
, 71.-4{~ Cer-eaf Gcains Gtoup • 
T71 ·40<l F<:l.rage-, fQdder, and St.raw of Ce(aal 
Grain:sc · 
l? 1 ·4{'kJ Grass Eoray-e, fodder, a:rti,:I ~av Grou~ 
t71 •4{Kt Noo.gt-as:1.Ar,imal F-eeds,, · . 
171·4{~} lj~bs ac,d Spices Group (-s~f! 17l-4tt}) 
l ll •4-tl<l Mbcelfaneous, C0mmoditie$ 

Phase V data 
requirements 
· satisfied? 

N 
NIA' 
N/A 
N 

N/A 
N 

N 
N 
N 
N 
N 
N 
N 
N 
N 

N 
N 
N 
N 
N 
N 
N 

N 
N 
N 

-~,,,,,-..._......_. __ 
Asparaous 
Avocados 
Bananas 
Artichokes (globe) 
Mint [see 171-4(1)) 
Okra 
Tobacco 

171 -4(1) Processed Food/Feed 

N 
N 
N 
N 
N 
N 
N 

MRIO(sl' 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• •• • 
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Mt1aldehyd1 (CASE 676) 
TENTATIVE RESIDUE CHEMISTRY DATA SUMMARY THROUGH 9/11/921 

REASSESSMENT OF U.S. TOLERANCES AND POTENTIAL FOR HARMONIZATION WITH 
cooex2 

GuldeUne Number and Topic' 

AJfalfa 
Apples 
Beans (succulent/dried) 
Citrus 
Corn, Field 
Corn, Fresh 
Grapes 
Mint 
Oats 
Plums 
Potato 
Alce 
Sorghum, grain 
Sorghum, sweet 
Soybeans 
Spices 
Sugar beets 
Tomato 
Wheat 

171-4ij) Meat/Milk/Poultry/Eggs 
171-4(f) Potable Water 
171-4(g) Fish 
171-4(h) Irrigated Crops 
171-4(1) Food Handling Establishments 
171-5 Reduction of Residues 

.. ·Phase V data 
requirements 

satisfied? 
R 
R 
R 
R 
R 
R 
R 
R 
R 
R 
A 
A 
A 
R 
R 
A 
A 
R 
A 

N/A 
N/A. 
N/A 
N/A 
N/A 
N/A 

MRID(1t 

1 Reregistration Standard CHapter Issued 1on1aa. No Reregistration Standard Update issued {date}. 

• 
2 There are no Codex MRL's established for metaldehyde, therefore no harmonization questions exist 
for this chemical. 

'NIA • Guideline requirement not applicable. 

4MRIDa that were reviewed in the current submission are designated In shaded type • 

• • •••••• • 
• • •••••• • 

•••••• • 
1 RBP, CBRS# 9200, 9/11/92. The qualitative nature of the residue in plants Is sufflclend,,ldellneated 
con1lderlng the potential metabolites of metaldehyde and their toxicities. meta~a str.Mllerry study 
shows that metaldehyde or its primary degradatas translocate from soil Into plartttissuec~erefore 
represents a food use. The HEO Metabolism Committee has concluded \filrdue to•the nature of 
metaldehyde, there is no need for additional plant or animal metabolism stucf.Jt•The· HED Metabolism 
Committee has also determined that, due to Its toxicity, metaldehyde should be: t1i~'8ted na. 
tolerances in. terms- of metaldehyde Q!C.ll. • ••• 

2 
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Residue Chemistry Guideline requirement 171-4 (a) (Nature of the Residue in Plantsl is fulfilled. 
Requirements 171-4 (b) (Nature of the Residue In Plantsl , 171-4 (d) (Residue Analytical Methods
Animafsl and 171-4 (j) (Meat/Milk/ Poultry/ Eggs) are waived. The remaining data requirements include 
171-4 (c:) (Residue Analytic:al• Plants) and 171-4 (k) (Crop Field Trials). Guideline 171-4 m (Processed 
Food/Feed) will be reserved until such time as the r~sults of the crop field trials are submitted and 
reviewed. With respect to the analytical method, residue data should be obtained utilizing a procedure 
which will distinguish metaldehyde from acetalde~yde, I.e. It should be able to detect metaldehyde In 
the presence of acetaldehyde. This method shoulo be adequately validated by an independent 
laboratory and must undergo a successful Agency method trial In order that it · can serve as an 
enforcement procedure. For additional requirements regarding analytical methods, see the metaldehyde 
Residue Chemistry chapter dated 1 on /88. Crop field trials should be carried out on representative 
crops in each crop grouping and certain miscellaneous commodities. Again, for further details please 
see the Residue Chemistry chapter cited above. 

• R,. Reserved. 

cc: RBP; Reregistration Standard File for Metaldehyde; Lois Rossi, SARO 

• • •••••• • 
• • •••••• • 
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Mr. Joseph R. Robinson 
Lonza, Inc. 
17-17 Route 208 
Fair Lawn, NJ 07410 

Dear Mr. Robinson: 

MAY 4 1993 

Subject : Metaldehyde Reregistration 
Strawberry Translocation Study and Status of Residue 

Chemistry Data Requirements and Time Extensions 
for Soil Volatility and Avian Reproduction Studies 

Your Letters Dated November 1, 1991, ~nd June 24, 
and December 4, 1992 • V 

The qualitative nature of the residue in plants is 
sufficiently defined considering the potential metabolites of 
metaldehyde and their toxicities. The metaldehyde strawberry 
study (MRID# 42092701) shows that the parent or its primary 
degradates translocate from soil into plant tissues and therefore 
represents a food use. The Agency has concluded that, due to the 
nature of metaldehyde, there is no need for additional plant or 
animal metabolism studies. However, the Agency has also 
determined that, due to its toxicity, metaldehyde should be 
regulated ru tolerances in terms of metaldehyde per se. 

Based on this information, the EPA Residue Chemistry 
Guideline Requirements are as follows: 

171-4(a) 
171-4 (b) 
171-4 (c) 
171-4 (d) 
l7l-4(j) 
171-4 {k) 
171-4 (1) 

Nature of Residue-Plants 
Nature of Residue-Animals 
Residue Analytical Methods-Plants 
Residue Analytical Methods-Animal 
Meat/Milk/Poultry/Eggs 
Crop Field Trials 
Processed Food/Feed 

Satisfied 
Waived 
Need Data 
Waived 
Waivfd. 
Need:mt'll 
Reserved •••••• • 

With respect to the analytical method, residue:da;t!t should 
be obtained utilizing a procedure which will detect-met!lde~Yd&. 
in the presence of acetaldehyde. Crop field trials•§h-c!4ld t>V•• 
carried out on representative crops in each crop grouting ahd.: • . , .. . 
certain miscellaneous commodities. For further det~i •refer.to 
the attached Residue Chemistry chapter dated 10/7/88 and th~ QJta 
Evaluation Record Dated September 14, 1992. • .: •• • 

•••• • • • •• • 
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The requests for time extensions for the Soil Volatility 
(EPA Guideline 163-2) to 3/30/93 and the avian reproduction 
studies (EPA Guidelines 71-4 {a) & {b)) to 5/30/93 are 
acceptable. 

Attached is a copy ot the Data Evaluation Record tor your 
records. Within 30 days ot receipt of this letter, please 
provide the Agency with a schedule for submission of these data. 
Questions concerning this letter should be addressed to Mr. 
Robert Richards in the Office of Pesticide Programs, 
Reregistration Branch at (703) 308-8057. 

Enclosures 

cc: Dennis Edwards/RD 

Sincerely, 

/•-... ... •-..,. ... ,,~ ~ ' 

/4 r"!>~ V• ~,~?~ 

' . 

Lois A. Rossi, Chief 
Reregistration Branch 
Special Review and 

Reregistration .Division 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
• ••• • • •••• 

• • • ••••• • 
• 
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i ft \ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

i ~ J \ .i, WASHINGTON, 0.C. 20460 

1>◄, ~t,C:-

JAN 5 1995 
OFFICE OF 

PREVENTION. PESTICIDES ANO 
MEMORANDUM TOXIC SUBSTANCES 

Subject: 

From: 

Thru: 

To: 

Metaldehyde. Conclusions of Meeting Between OPP 
and Lonza Inc. 
No MRIO No CB Number No DP Barcode 

Michael s. Metzgerr.· ~~~h e~i r 6Ji tf ·' Chemistry Branch I . · st i~lj u t 
Health Effects Divs o ~ 509) , 

Edward Zager, Chief O ~- . 
Chemistry Branch II - Reregistratick~ suppor • 
Health Effects Division (7509C) 

Esther Saito, Ph.D., Chief 
Reregistration Branch 
Special Review and Reregistration Division (7508W) 

Representatives of OPP (E. Saito, R. Richards, R. Perfetti, M. 
Metzger) met with representatives of Lonza, Inc. (Burton 
Eisenberg, Joseph Robinson) and consultants to Lonza (Gerald 
Schoenig, Toxicology/Regulatory Services, s. Schatzow) to discuss 
residue chemistry data requirements for Metaldehyde. 

The registrant and their consultants presented the same 
information presented at an earlier meeting (7/19/93). In 
summary, the only residue chemistry data available for 
metaldehyde is a single strawberry metabolism study in which only 
the TRR was determined, i.e., residues were not further 
characterized or identified. The registrant states that the 
radioactivity found in treated strawberries is due to uptale..~t 
radioactive ~C from soil-metabolized metaldehyde. Informat ion to 
support this conclusion included radioactivity found in coi•"--
plants grown near the treated plants, and low measll.ltM. • 
vaporization of metaldehyde. The registrant indic~te~:that..~f e 
of metaldehyde should be considered a non-food use .-.. 4iae •••••• • • registrant states that the strawberry metabolism stua-., is '- WQrst 
case in terms of potential residues in plants. Ret~•~o t ne•~RS 
memorandum of 7/28/93 for additional details (M. M4tY4er). • 

CBRS concluded the following: 
••• • • • •••• 
•••• • • • •• • 
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(1) Because of the way metaldehyde is used, i.e., placed between 
rows in the proximity of plants, these uses cannot be 
considered non-food uses. CBRS believes that there is a 
reasonable '},O&sibii~ ~ ~ poctici.de Mill ~ J.ntD 
contact with the plant, and that residues in foods could 
therefore be found. 

(2) The HEO Metabolism Committee previously concluded that due 
to metaldehyde's toxicity, exemptions from the requirement 
of tolerances are not appropriate and tolerances are 
required. 

(3) Two additional plant metabolism studies should be done, 
preferably exaggerated rate studies, in which residues of 
parent metaldehyde are determined (limit of quantification 
ca. 1-5 ppb; the higher he exaggerated rate used, the lower 
the required limit of quantification). CBRS recommends that 
leaf lettuce and sugar beets (roots and tops) be used in 
these studies. 

(4) If no detectable residues of metaldehyde, per se, are found, 
an enforcement analytical method must be developed and LOQ 
tolerances will be established. Field trial and processing 
data will not be required in this case. 

(5) If detectable residues of metaldehyde, per se, are found, 
field trial and processing data, and possibly other residue 
chemistry data, will be required. · 

The registrant should be provided a copy of this review. 

cc: Metaldehyde SF, Reg Std File, RF, Circu 
RDI:EZ:12/13/94 
7509C:M.Metzger:MM:CBRS:Rm816G:CM#2:(703)305-5883:12/13/94 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•••• • • • ••• 

• • •••••• • 
• 

••• • • • •••• 
•••• • • • •• • 
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- --- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

CERTIFIED MAIL 

Joseph R. Robinson 
Lonza, Inc. 
corporate Headquarters 
17-17 Route 208 
Fair Lawn, NJ 07410 

Dear Mr. Robinson: 

Subject: Metaldehyde Registration Standard 
Plant Metabolism and Residue Field Trial Data 

Requirements (EPA Guidelines 171-4A,K) 

The Agency has reconsidered its position regarding 
metabolism and residue data requirements tor metaldehyde and 
therefore is re~iring the following: 

1) Two additional plant metabolism studies should be done, 
preferably exaggerated rate studies, in which residues of 
parent metaldehyde are determined. The Agency recommends 
that leaf lettuce and sugar beets (roots and tops) be used 
in these studies. · 

2) It no detect able residues ot metaldehyde are found, an 
enforcement analytical method must be developed and LOQ 
tolerances will be established. Field trial data and 
processing data will not be required. 

3) If detectable residues of metaldehyde are found, field 
trial and processing data, and possibly other residue 
chemistry data, will be required. • • •••••• • 
Because of the way metaldehyde is used, the Agency belie~M:. 

there is a reasonable possibility the pesticide will come intb 
contact with the plant and residues in foods could re~ir; • 
Therefore, these uses cannot be considered non-tood uses.• In•::::• 

• .t •1.•,.: addition, the Metabolism Committee previously concludea•w~at ~ue. 
to metaldehyde's toxicity, exemptions from the require.J19n.ts ot•~•• 
tolerance are not appropriate and tolerances are requtl.t'1..• • 

COMCUUIMCH 

~ 

••• • • • •••• 
•••• • • • •• • 

........... , ......................................................... -w-a-s··-······ 

................................................................ - ····•········· 



Within 30 days of receipt ot this letter, inform the Agency 
ot your intentions to complete the data required above and 
provide a schedule tor completion ot this data. Refer to the 
attached review dated Jan~ary 5, 1995 tor further information. 
Questions regarding this letter should be addressed to Robert 
Richards, Otfice of Pesticide Programs, Reregistration Branch at 
(703) 308-8057 . 

Encl osure 

Esther c. Saito, Acting Chief 
Reregistration Branch 
special Review and · 

Reregistration Division 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•••• • • • ••• 

• • •••••• • 
• 

••• • • • •••• 
•••• • • • •• • 
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MEMORANDUM 

SUBJECT: 

FROM: 

THRU: 

TO: 

UNITED STATES E~VIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

JU.. · 1 a 1995 

OFFICE OF 
PREVENTION, PESTICIDES ANO 

TOXIC SUBSTANCES 

Metaldehyde: Plant Metabolism Protocol (No MRID 
CBRS No. 15809, Barcode No.: 02·17056). 

R. B. Perfetti, Ph.D., Chemist I) I..~ 
Chemistry Branch II: Reregfstration s~~rt /~ 
Health Effects Division (7509C) a : . L_,. 

/.J v.::; / ~ / E. Zager, Chief ~ / . 
Chemistry Branch. II: Reregistration Support · ✓ 
Health Effects Division . (7509C) 

W. Waldrop 
Reregistration Branch 
Special Review & Rere~istration Division (7508W) 

Lonza Inc. has submitted a protocol describing a plant metabolism 
study on leaf lettuce. The protocol is acceptable with the 
following comments: 

l) The lOX application· rate is acceptable, however the Registrant 
should reaffirm that the proposed t·reatment rate is in fact 10 
times the maximum label rate. 

2) If more than one application of metaldehyde is made to crops 
the study should reflect this. That is, the metabolism study 
application should reflect the normal worst case agricultural 
practice for the use of metaldehyde. 

3) 'The samples should not be rinsed prior to determination :qf.:t;he 
TAA. • 

• • •••••• 
4) The Registrant is also referred to the document entitlect • "Additional Guidance For conducting Plant and Live~:e~: 
Metabolism Studies" (7 /92). •••• • • ••••• 
If you need additional input please advise. 

•••••• • • •• 
••••• • • ••••• 

• • • ••••• • 
cc: RBP, Metaldehyde Reregistration Standard File, RF and 

• 
••• • • • •••• Metaldehyde Subject File. 
• ••• • • • •• • 
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

W. Neudorff GMBH KG 
c/o Walter G. Talarek 
1008 Riva Ridge Drive 
Great Falls, VA 22066 

Dear Mr. Talarek: 

Subject: NEU 1165M 

OCT 2 A l900 

EPA File Symbol 67702,;0 
Application for Registration dated 6/10/96 

In your application for registration of NEU 1165M (EPA File Symbol 67702-0), 
presently under review by the Biopesticides and Pollution Prevention Division (BPPD), you 
have maintained that the use pattern for your product and the nature of the active ingredient 
are such that the product should not be considered to fall within the terrestrial food-crop 
general-use pattern. You, therefore, did not submit a petition for exemption from the 
requirement of a tolerance in conjunction with your application. 

The Health Effects Division (HED) is tasked with determining whether use patterns 
are considered food-use or non-food use for the purposes of FFDCA and FIFRA. as 
amended. HED has determined that the use pattern as described on the label submitted with 
your application for registration of NEU 1165M is considered to be food-use. A copy of the 
memorandum discussing this decision "EPA Reg. No. 67702-G. Determination of Food Use 
for Iron Phosphate used as a Slug and Snail Bait" dated Oct. 4, 1996, is included with this 
letter. 

As discussed in the HED memorandum, registration of NEU 1165M with the uses 
described on the proposed label, will require a tolerance or exemption from requirement of a 
tolerance. At this point in time, EPA is requesting that registrants refrain from submitting 
tolerance requests, as the procedures for processing these applications in compliance with the 
new Food Quality Protection Act (FQPA) have not been finalized. The text of Dr. Lynn 
Goldman's letter of Sept. 6, 1996, discussing this issue is included. It is expected that the 
new requirements for FQPA-compliant tolerance petitions will be determined very soon. A 
notice detailing these requirements will be sent to all registrants. All petitions which have 

■ • • • • 

... ...... ··•···•······ ............................................................................. . 
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After the FQPA issues are resolved, you must submit a petition for a tolerance or 
exemption from the requirement of a tolerance. The consideration of your application for 
registration of NEU 1165M will not proceed until the tolerance/exemption has been granted. 

As an alternative to requesting a tolerance decision before registering NEU 1165M, 
you may wish to consider proceeding with the application by revising your label to restrict 
application of NEU 1165M to ornament.al plants &/or home gardens. These uses are not 
considered food-use and do not require a tolerance decision. After the FQPA issues have 
been resolved, you could apply for an exemption from tolerance and, if granted, apply for an 
amendment to reinstate the food uses on the label. 

Please note that the product chemistry studies submitted by Madison Chemicals, Inc. 
in support of the NEU 1165M application have been found to be in full compliance with the 
standards for submission of dat.a contained in PR Notice 86-5 by the Document Processing 
Desk. The Master Record Identification (MRID) numbers assigned to the studies are as 
follows: 

Analysis and Certification of Product Ingredients: MRID 441319-01 
Product Identity and Composition: MRID number 440734-01. 

Any questions may be directed to Joan Karrie, Regulatory Action Leader for this 
action, at (703) 308-8699, fax (703) 308-7026. 

enclosures 

Sincerely, 

Janet L. Andersen, Ph.D. 
Acting Director 
Biopesticides and Pollution 

Prevention Division (7501 W) 

JKarrie/CS 1/308-8699/ 10-23-96/ 
C:\JMK\ACTIONS\067702.NEU\ YFOODUSE. G 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs OCT 1 01996 

MADISON CHEMICALS, INC. 
P.O. BOX 194 
OLD BRIDGE, NJ 08857 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 10/08/96. Our staff 
has completed a preliminary analysis of the material . The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIOs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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441319-()() 

MADISON CHEMICALS, INC. 

OLD WATERWORKS ROAD, MADISON TOWNSHIP, N.J. 

MAILING ADDRESS: P.O. BOX 194, OLD BRIDGE, N.J. 08857 • TELEPHONE: (908) 727•2232 

August 16, 1996 

Dr. Janet Anderson 
Product Manager, Team 90 
Office of ·Pesticide Programs (APPL) 
Document Processing Desk (H7504C) 
Environmental Protection Agency 
401 M Street, S. W. 
Washington, D.C. 20460 

Reference: Application for Registration of NEU 1165M 
EPA File Symbol 6TT02-G 

Dear Dr. Anderson 

FAX: (908) 727•2653 

Madison Chemicals, Incorporated (·Madison") is hereby re-submitting Volume 3~4l+l31<=JOI 
Product Chemistry, Analysis aod Certifiaatlon of Product Ingredients. We received a 
telephone call from Joan Karri indicating that we had not signed the origian 
submission. Enclosed you will find three signed copies. 

Feel free to call me should you have any questions. 

Yours truly, 
MADISON CHEMICALS, INC. 

vif~~ 
Joel L. Goldschmidt 
Vice President 

• • • , •• f 

, .. . . . : f: ~' •. 
f • • ' •• 
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. ' ' 

• ' • ' t . . . . 
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MADISON CHEMICALS, INC. 

OLD WATERWORKS ROAD, MADISON TOWNSHIP, N.J. 

MAILING ADDRESS: P.O. BOX 194, OLD BRIDGE, N.J. 08857 • TELEPHONE: (908) 727-2232 

October 1 , 1996 

Dr. Janet Anderson 
Product Manager , T earn 90 
Office of Pesticide Programs (APPL) 
Document Processing Desk (H7504C) 
Environmental Protection Agency 
401 M Street, S.W. 
Washington, D.C.20460 

Subject:: Application for Registration of NEU 1165m 
EPA File Symbol 67702-G 

Dear Dr. Anderson: 

FAX: (908) 727-2653 

In response to your letter of September 18, 1996, a copy of which is enclosed, we are 
enclosing three copies of the rejected study (03). 

We hope and trust that this fills the requirements of the EPA. 

Yours truly, 
MADISON CHEMICALS, INC. 
, .c·J / . 

~rl I ( tl. .. k' k ' .. ;-- ' L..- _,. 

Joel L. Goldschmidt 
Vice President 

• • •••••• • 
•••• • • •••• 

• 
•••• • • •••• 
••• • • • •• • 

• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

Madison Chemicals, Inc. 
C/O Joel L. Goldschmidt 
P.O. Box 194 
Old Bridge, N.J. 08857 

SEP I 8 1996 

OFFICE OF 
PAEVEKTION, PESTICIOESANO 

TOXIC SUBSTANCES 

Subject: Rejection of Application for Registration of NEU 1165m 
EPA File Symbol 67702-G 

Dear Mr. Goldschmidt: 

As you may already know, all data submitted to the Agency to 
support registration actions must conform to a standard format, 
organization, and other requirements described in Pesticide 
Registration Notice (PRN) 86-5 dated July 29, 1986. This notice 
was mailed to all registrants on record with the Agency at that 
time. 

All incoming data are screened for compliance with the PR 
Notice. Data that are in compliance are assigned master Record 
Identification Numbers (MRIDs) microfilmed, and forwarded for 
appropriate action. Data that do not comply with the 
requirements of the Notice are not admitted into the system. 
Such data must be brought into compliance with the PR Notice 
before the data can be given further consideration in support of 
the regulatory action for which the data were submitted. 

The data submitted in connection with the proposed action 
listed above have been found deficient with respect to the 
requirements of PRN 86-5. The deficiencies are identified in the 
enclosed comments from the Information Services Branch of the 
Program Management and Support Division. 

Biopesticides and Pollution Prevention Division will hold 
associated documents for 75 days to give opportunity to resubmit 
the supporting data in acceptable form. If you have not dope so 
by that time, the application and other associated docurnent::,•my 
be administratively withdrawn from further consideration wit ~p_ut 
notice to you, in accordance with policies established by E'i ••• • 
Notice 75-4 dated August 27, 1975. • 

Rllc:yc:leo'R.eyc:labl• • Primed wlh Vegelabll OIi Based I/Ilea on 100% Recyc:ted Paper (40% Pottoonsumer) 
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Should you wish to pursue the registration of your product 
after the application has been withdrawn you will have to submit 
a complete new application. 

If you choose to resubmit your data you should enclose a 
copy of the letter and the enclosure to identify the data as a 
corrected resubmission of data previously found deficient with 
respect to PRN 86-5. Only resubmit those items of data for which 
no MRID numbers were assigned. If any of your previous items was 
assi gned an MRID number, do not resubmit that particular item of 
data, but simply refer to it by title and by the assigned MRID 
number. 

Enclosure(s) 

Sincerely, 

~tJ~O~ 
net L. Andersen 
ting Division Director 

Biopesticides and Pollution 
Prevention Division 7501W 

• • •••••• • 
•••• • • •••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

0C1 4 !996 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM 

SUBJECT: 

FROM: 

THRU: 

TO: 

EPA Reg. No. 67702-G. Determination of Food Use for Iron Phosphate used as a Slug and Snail 
Bait. 

DPCode: D228227 
Chem: 034903 
CAS: 10045-86-0 
CBTS: 17405 
MRID: None. 

11/} Id ( 
R. W. Cook. Chemist K>/ ( W.i! 
Chemistry Branch I - Tolerance Support 
Health Effects Division (7509C) 

Elizabeth T. Haeberer, Acting Branch Chief ?ft y~cr::~-~ .._.,,_.._ 
Chemistry Branch I - Tolerance Support .7 
Health Effects Division (7509C) 

Janet Anderson/Joan Karrie, PM 90 
BPPD (7507C) 

EXECUTIVE SUMMARY OF RESIDUE CHEMISTRY CONCLUSIONS 

The use pattern, as described by the applicant's letter of 6/10/96 is considered to be a 'food use' , when used 
on food crops. This use requires either a tolerance for residues or exemption from the requirements of a 
tolerance. We expect, TOX considerations permitting, that exemption from the requirements of tolerance 
is appropriate. 

BACKGROUND 

We have been asked by BPPD to determine whether the proposed use pattern is a non-food use. 

The applicant has argued in their letter ( 6/10/96. Walter G. Talarek, Esq. to Janet Anderson, BPPD) that another 
pesticide chemical used as a slug and snail molluscicide, metaldehyde, does not have a tolerance or exemption from 
tolerance. We note that this statement is incorrect; a food additive tolerance has been established for residues of 
metaldehyde ~~in strawberries under 40 CFR 185.4025. The established tolerance is 'zero' ppm. The Metaldehyde 
Registration Standard Residue Chemistry Chapter ( I 0/88) indicates that uses of a pesticide to kill slugs and snails on food 
crops are, in fact, 'food uses' requiring either tolerance or exemption from the requirement of tolerance. 

W Recycled/Recyclable n~ ~ Printed with Soy/Cenola Ink on paper that 
'00 contal1"19 Ill l-t 50% ,tS91ber 
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CONCLUSIONS 

Based upon proposed uses, the use of iron phosphate is a "food use" and therefore subject to regulation under FFDCA and 
FIFRA, as amended. In conjunction with the later, HED notes that the Food Quality Protection Act of l 996 has amended 
and strengthened the standard for establishing tolerances under the FFDCA. OPP is still asses.,ing the full impact of this 
change in the law on the tolerance-setting process and plans to issue guidelines concerning the establishment of tolerances 
under the amended statute. All tolerance petitions have to meet the requirements of the FFDCA as amended by the FQPA 
and OPP may require additional data to detennine if the terms of the amended statute are met. 

If the use of the bait were clearly limited to home gardens (i.e., crops which would not move in commerce), a tolerance or 
exemption from tolerance under FFDCA may not be required. However, potential dietary exposure to homeowners would 
still be assessed under FIFRA. 

RECOMMENDATIONS 

The applicant should be infonned that the proposed use is a food use and is subject to the tolerance or exemption from 
tolerance requirements of FFDCA and FIFRA, as amended. We expect, TOX considerations pennitting, that exemption 
from the requirements of tolerance is appropriate. 

DETAILED CONSIDERATIONS 

Directions foe Use; 

The pertinent detailed use directions are included below: 

NEU 1165M Slug and Snail Bait: 

HOW TO APPLY: The slug bait granules should be scattered on the soil around or near the plants to be 
protected. Apply baits evenly at approximately I lb. per l 000 square feet {0.1 S oz. or about 1 level 
tablespoon, per square yard) and reapply as the bait is consumed or at least every two weeks. Do not place 
in piles. If the ground is dry, wet it before applying bait. The soil should be moist but with little or no 
standing water. 

Reapply as the bait is consumed or at least every two weeks. Apply more heavily if the infestation is 
severe, if the area is heavily watered or after long periods of heavy rain. Apply only to the soil surface 
around plants, do not apply to foliage or other plant parts. See specific directions for different plant types 
and for inside green houses. 

WHEN TO APPLY: Evening is the best time to apply the bait, as slugs and snails travel and feed mostly 
by night or early morning. 

WHERE TO APPLY: AU likely areas of infestation should be treated, especially around the perimeter of 
garden plots because these pests travel into plant area from daytime refuges. They favor damp places 
around vegetable plants such as beans, tomatoes, lettuce, cabbage, celery and squash. Other favorite areas 
are flower gardens, rockeries, hedges, dichrondra lawns, citrus groves, ivy patches, and other ground cover 
where they obtain shelter by day. 
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,OUTDOOR ORNAMENTALS 

Scatter bait in a 6 inch circular band around the base of the plants to be protected at 0.1 S oz, or l level 
tablespoon, per square yard. If plants are next to a grassy area, spread the bait between the ornamental and 
the grass. Slugs traveling to the plants will encounter the bait before reaching the plant. Scatter the bait 
around the perimeter of the plot at approximately l lb. per l 000 square feet to intercept snails and slugs 
travelling to the plot. 

Vegetables 

The bait can be used to protect any vegetables from slug and snail damage, including (but not limited to): 
artichokes, asparagus, beans, beets, blackeyed peas, broccoli, brussels sprouts, cabbage, cantaloupe, 
carrots, cauliflower, com, cucumbers, eggplants, garlic, lettuce, onions, peas, peppers, potatoes, radishes, 
spinach, squash, Swiss chard, tomatoes, and turnips. Do not put the bait on the plant. Scatter the bait 
around the perimeter of the vegetable plot at approximately I lb. per l 000 square feet to provide a 
protective barrier for slugs entering the garden plot. If slugs are inside the rows, then scatter the bait on the 
soil around the base of the plants and between the rows. 

Fruits Including Citrus. 

The bait can be used to protect fruits from slugs and snails, including (but not limited to): apples, 
avocadoes, apricots, cherries, grapes, melons, peaches, plums, citrus, pears. For seedling spread the bait 
around the base of the stem, without touching the plant Apply at 0.1 S oz. or l level tablespoon, per square 
yard, in a 6 inch circular band around the base of the plants to be protected. For older trees, spread the bait 
around the base of the tree to intercept slugs and snails traveling to the trunk. Apply the bait at 
approximately I lb. per l 000 square feet for orchards using standard fertilizer granular spreaders. 

Berries 

The bait can be used to protect berries from slugs and snails including (but not limited to): strawberries, 
blackberries, blueberries, boysenberries, loganberries, raspberries. Do not apply the baits on the plants. 
Spread the bait around the perimeter of the plot to intercept slugs and snails migrating toward the berries. 
Use a rate of approximately 1 lb. per I 000 square feet and scatter by hand or with granular spreaders. If 
slugs and snails are already in the plots, then carefully spread bait between the furrows near the base of the 
plants. For small plots, treat around the base of the plants to be protected. Do not spread over the entire 
area but apply selectively. 

Field crops 

The bait can be used to protect field crops from slugs and snails, including: artichokes, beans, field com, 
sweet com, potatoes, soybeans, sugarbeets, sugar cane, wheat, asparagus, beets, broccoli, Brussels sprouts, 
cabbage, carrots, cauliflower, cucumbers, lettuce, onions, peas, peppers, potatoes, radishes, strawberries, 
tomatoes, turnips and wheat. Do not apply the bait on the plants. At the seedling stage, apply the bait 
between the rows and around the perimeter of the field. Scatter pellets at a rate of 44 lbs. per acre. 

Greenhouses 

Where snails are a problem in the greenhouse, scatter the bait in the plant pots of plants being damaged or 
around pots on greenhouse benches. Apply about 1/2 teaspoon per 9 inch pot Do not put the bait on the 
plant. 
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Comm,n;s on Directions for Use/LabeliP1: 

Generally speaking, use of pesticides on domestic areas such as home gardens and lawns do not require establishment of 
tolerances. These food crops are grown for personal or family consumption and are unlikely to enter commerce. Uses in 
green houses also do not require tolerances, unless the use directions clearly indicate that a food crop grown for 
commercial production, i. e. greenhouse tomatoes, hydroponic cucumbers, etc., is to be treated. 

The proposed use on fruits including citrus appears to be more commercial, since the use directions suggest using " .. for 
orchards using standard fertilizer granular spreaders." The terms "orchards" and "standard fertilizer spreader" suggest 
larger sc:ale commercial production. The directions for use could possibly be modified to c:learly limit use to non
commercial fruits such that a tolerance or exemption would not be needed. 

The proposed use on "field crops" is a food use requiring a tolerance or exemption from tolerance. The application rate is 
given in standard agricultural terms of'pounds per acre'. Certain of the crops suggested under "Field Crops" are unlikely 
to be grown for personal use, including field com, soybeans, sugarbeets, and wheat. 

ConcJusjons on Directions for Use/Labe!lo& 

The proposed use on crops detennines that this use is a "food use". 

Food uses of pesticide chemicals require either a tolerance for residues of the pesticide, or exemption from the 
requirements of tolerance. If the use of the bait were clearly limited to home gardens (i.e., crops which would not move in 
commerce), a tolerance or exemption from tolerance under FFDCA may not be .required. However, potential dietary 
exposure to homeowners would still be assessed under FIFRA. 

Nature of the Residue 

The applicant has not submitted any information regarding possible residues of iron phosphate on crops treated as 
proposed. The applicant indicates that iron phosphate is commonly used as a fertilizer ingredient and as a human 
nutritional supplement. 

cc: Circ., R.F., R. W.Cook. RCAB (Debbie McCall) 

7509C:Reviewer:RWCook:rwc:9/24/96 
RDI:tpt I :9/26/96:RALoranger: I 0/2/96:E. Haeberer: I 0/3/96 

161 



. . 
FRC11: lo.A..TER GT~ PC pt.OE NJ. 703 7595548 Nov. 13 1996 10:28AM Pl 

10: 

WALTER G. IAJ.AREK, P,C. 
1008 Riva Ridge Drive 
Great Falls, VA 22066 

USA 
Tel. No. (703) 759-4837 
FAX No. (703) 759-5548 

Ma. Joan Karrie 
Bio-Pesticide& and Pollution Prevention Division (7S01W) 

COMPANY: Environmental Protection Agency 

DATE: 

FAXNO.: 

PAGES: 

Dear Joan: 

Novcmrnber 13, 1996 

(703) 308-7026 

3 

I am forwarding a recent label for Ore1el Chemical Company's Slug and Snail 
Bait product. which has metaldehydo as the activo ingredient, and which litts 
agricultural food crop uses for which BPA has not granted tolcranus or an 
exemption from tho requirement for a tolerance. If BP A considers the slug and 
snail bait use to be an agricultural food crop use. then this product. as well aa 
other mctaldehydc products with similar food crop uses, should not be 
rcgiatcrod. 

Neudorff respectfully rcqueats that EPA ~onsider h1 position on the 
classification of the use pattem of ita iron phosph.ate all.lg and snail bait 
product as an agricultural food crop use. Tho status of this chemical as a PDA 
ORAS food nutrient and aupplcmcnt, status u a plant nutrient, the chemical's 
insolubility in water and fate in the environment. and the directions for use 
for Ncudorff's formulated produot would indicate that the agricultural food 
crop use classiflcatlon is inppropriatc for this product. 

Sjncerely yours, 

Walter 0. Talarek 

Enclosure 
cc: Catherine Stewart 
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AUG 06 1996 
U.S. ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 

MADISON CHEMICALS, INC. 
P.O. BOX 194 
OLD BRIDGE, NJ 08857 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 07/30/96. our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your data submittal was found to be partially in 
compliance with the standards for submission of data 
contained in PR Notice 86-5, with the exceptions noted 
below. A copy of your transmittal bibliography is 
encl osed, annotated with the Master Record ID's (MRIDs) 
assigned to each document accepted. Please use these 
numbers in all future references to these document s. 
If deficiencies were found which apply to individual 
accepted studies, they are listed below following the 
applicable MRID. Any document which has been assigned a 
MRID has been accepted under PR Notice 86-5. If any 
comment s related to a MRID appear on this report, they 
are provided for your information and reference when 
preparing future submissions. Some individual documents 
were not acceptable, and all copies are being returned 
to you for correction for the reasons indicated below. 
These rejected studies have been assigned separate 
identification numbers which are annotated on both the 
enclosed bibliography and the rejected document labels. 

The rejected studies and their deficiencies are 
described below. 

Rejected study [03] : 

* You failed to sign the statement of data 
confidentiality claims included in the study. 

* You provided fewer than the required three complete 
copies of submitted data. 
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••• MADISON CHEMICALS, INC. 

OLD WATERWORKS ROAD, MADISON TOWNSHIP, N.J. 

MAILING ADDRESS: P.O. BOX 194, OLD BRIDGE, N.J. 08857 • TELEPHONE: (908) 727-2232 
FAX: (908) 727-2653 

July 29, 1996 

Dr. Janet Anderson 
Product Manager, Team 90 
Office of Pesticide Programs (APPL) 
Document Processing Desk (H7504C) 
Environmental Protection Agency 

440734- 00 

401 M Street, S. W. 
Washington, D.C. 20460 

Reference: Application for Registration of NEU 1165M 
EPA File Symbol 67702-G 

Dear Dr. Anderson 

Madison Chemicals, Incorporated (•Madison") is hereby submitting the enclosed 
product chemistry data on its iron phosphate technical product in support of W. 
Neudorff GmbH KG's c•Neudorff's) application for registration of its •NEU 1165M" end
use product, EPA File Symbol 6TT02-G. Neudorff will be using iron phosphate {Ferric 
Orthophosphate) as the active ingredient in its product. 

Please note that Madison should be listed as the original data submitter, or owner of 
these data. 

Feel free to call me should you have any questions. 

Yours truly, 
MADISON CHEMICALS, INC. 

pt7~-~ 
Joel L.'holdschmidt 
Vice President . . . 

. . , . 
. . ' ~ • • • •••• . . . .. 
• • • . . ' 
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1. 

2. 

TRANSMITTAL DOCUMENT 

Name and address ot submitter: 

Madison Chemical Company 
P.O. Box 175 
Old Bridge, New Jersey 08857 

Ajmulatory action in support of which this package is submitted: 

Submission of data in support of W. Neudorff GmbH KG's application for 
registration of NEU 1165M product; EPA File Symbol 6TT02-G 

3. Transmittal Date: July 29, 1996 

4. List of studies submitted: 

Administrative Materials 

Product Chemistry: Product Identity and Composition 
'-l'/O73 'IOI 

Volume 1 

Volume 2 

Volume 3 Product Chemistry: Analysis and Certification of Product 
Ingredients /2.P)t'c~/ St11J7 (p~J 

Company Official: Joel L. Goldschmidt 
Vice President 

Company Name: Madison Chemicals, I 

Company Contact: Joel L. Goldschmidt Telephone: (908) 727-2225 

' . . . 
t ...... . . . . . 

' ' ' t t ( ' ' • . . 
6 " ' ' ' .. 

• • • • • • ••• • 
•••• • • • •• • 
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